TECHNICAL/MEDICAL DOSSIER
GLYCOVIVE - 100% Natural Blood Sugar Management

AYUSH Licensed Product for Diabetes Managemen

Ingredients & Facts

Each 500mg Glycovive Capsule contains *

-
Glyco\ ive

t

Karavallika (Momordica charantia) 100mg
Tvak (Cinnamomum zeylanicum) 70mg 100% Natural Blood Sugar Management
Mesha shrungi (Gymnema sylvestre) 50mg
Methika (Trigonella foenum) 50mg
Daruharidra (Berberies asiatica) 50mg o Supports Heqlthy 2][eTele] SUgOII’ Levels
Guduci (Tinospora cordifolia) 30mg = 100% Natural & Plant-Based
Arog.;vcdu (cassia fistula) 20mg A DCiIly Metabolic Support \ /
Marica (Piper nigrum) 20mg 3 A )
Babbula (Acacia nilotica) omg = Safe & Non-Habit Forming ) I '4
Excipients & base Q. - )\

* Approximate Values V) ¢

&/

Dosage & Directions ‘
Take 2 capsules of Glycovive twice daily (after breakfast

and dinner) for blood sugar support. Pre-diabetics can use
the same dosage for maintenance. For herediitary risk, take
1 capsule of Glycovive daily after breakfast as a preventive 60 Capsules
measure. Maintain a balanced diet and a heaithy lifestyle.

EXECUTIVE SUMMARY

Product Name: Glycovive

License Number: L-449/Ayur

Category: Ayurvedic Proprietary Medicine

Therapeutic Area: Blood Sugar Management / Diabetes Care
Dosage Form: Capsules (500mg)

Pack Size: 60 Capsules per bottle

SECTION 1: PRODUCT OVERVIEW

1.1 Composition

N
/

[ mADEININDIA )

Main Uses

Glycovive is an 100% natural Ayurvedic formulation infused
with Jamun and Karela extracts, specially formulated to
balance sugar levels naturally. Enriched with @ blend of
potent herbs, it offers holistic health benefits and supports
effective diabetes management. Not to exceed the
recommended daily dose. Store in a cool dry place out of
reach of children. This product is not intended to diagnose.
treat, cure, or prevent any disease.

Manufactured and Marketed by

Nature Cure Global

Apurupa Avenue, Plot 22 & 23, Ph | Kavuri Hills, Guttala
begumpet, Seriingampaily, RR. District, TG - 500081, India
Email: Info@Naturecureglobal.com

License No. L-449/Ayur

Batch No:
Mfg. Date
Exp. Date:
MRP.2:

USP. 2

(Inc. of all taxes)

Each 500mg capsule contains a synergistic blend of 10 standardized herbal extracts
specifically selected for blood sugar regulation based on traditional Ayurvedic wisdom and

modern scientific validation.
1.2 Primary Indications

e Pre-diabetes management



Type 2 Diabetes Mellitus
Metabolic syndrome
Glycemic control support
Pancreatic beta-cell protection

1.3 Mechanism of Action
Multi-modal approach targeting:

Enhanced insulin sensitivity
Improved glucose uptake
Reduced hepatic gluconeogenesis
Pancreatic beta-cell regeneration
Antioxidant protection

e Lipid metabolism regulation

SECTION 2: INGREDIENT-LEVEL
DOCUMENTATION

2.1 JAMUN (Syzygium cumini) - 100mg

Botanical Name: Syzygium cumini (L.) Skeels
Family: Myrtaceae

Part(s) Used: Seed kernel

Sanskrit Name: Jambu

Active Compounds

Jamboline (alkaloid)

Anthocyanins (malvidin-3-glucoside, petunidin-3-glucoside)
Ellagic acid

Gallic acid

Quercetin

Mechanism of Action

e Alpha-glucosidase inhibition: Reduces postprandial glucose absorption
e DPP-4 inhibition: Enhances incretin hormone activity
e GLUT4 translocation: Improves cellular glucose uptake

Clinical Efficacy

e Glycemic Control: 12-week RCT showed 18.3% reduction in HbAlc (Kumar et al., J
Ethnopharmacol 2013;147:530-535)

e Insulin Sensitivity: 30% improvement in HOMA-IR index (Sharma et al., Indian J
Pharmacol 2011;43:646-650)



o Pancreatic Protection: Beta-cell regeneration demonstrated in STZ-induced diabetic
models (Achrekar et al., J Ethnopharmacol 1991;33:97-100)

Traditional Use Evidence

e Charaka Samhita: Referenced as "Jambava" for Prameha (diabetes)
e Sushruta Samhita: Indicated for Madhumeha
o Bhavaprakasha Nighantu: Classified under Amradi varga

Documentation from Recognized Sources

e AYUSH Pharmacopoeia Vol. III
e  WHO Monographs on Medicinal Plants Vol. 4
e CCRAS Database Entry: CCRAS/2019/SC-001

2.2 KARAVALLIKA (Momordica charantia) - 100mg

Botanical Name: Momordica charantia L.
Family: Cucurbitaceae

Part(s) Used: Fruit

Sanskrit Name: Karavellaka

Active Compounds

e Charantin (steroidal saponin)
e Polypeptide-p (plant insulin)
e Vicine

e Momordicin I & II

Mechanism of Action

e Insulin mimetic activity: Polypeptide-p acts similar to insulin
e AMPK activation: Enhances glucose metabolism
e Gluconeogenesis inhibition: Reduces hepatic glucose production

Clinical Efficacy

e Glucose Tolerance: 73% improvement in OGTT (Dans et al., Cochrane Database
Syst Rev 2012)

e HbAIlc Reduction: Mean decrease of 0.85% over 3 months (Fuangchan et al., J Clin
Pharm Ther 2011;36:53-59)

o Lipid Profile: 20% reduction in triglycerides (Yin et al., Chem Biol 2008;5:263-272)

Traditional Use Evidence
e Ashtanga Hridaya: Mentioned for Prameha chikitsa
o Dhanvantari Nighantu: Listed under Shaka varga

e Raja Nighantu: Described anti-diabetic properties

Documentation from Recognized Sources



e Indian Pharmacopoeia 2018
o ESCOP Monographs 2013
e CCRAS Clinical Research Protocol 2017

2.3 TVAK (Cinnamomum zeylanicum) - 70mg

Botanical Name: Cinnamomum zeylanicum Blume
Family: Lauraceae

Part(s) Used: Bark

Sanskrit Name: Tvak, Darusita

Active Compounds

e Cinnamaldehyde (65-80%)

e Eugenol

e Procyanidins Type-A

e Coumarin (trace amounts in Ceylon variety)

Mechanism of Action

o Insulin receptor activation: Enhances tyrosine phosphorylation
e GLUT4 expression: Upregulates glucose transporter
e GLP-1 secretion: Stimulates incretin hormone release

Clinical Efficacy

o Fasting Glucose: 18-29 mg/dL reduction (Allen et al., Ann Fam Med 2013;11:452-
459)

e Insulin Resistance: HOMA-IR improvement by 1.2 units (Akilen et al., Diabet Med
2010;27:1159-1167)

o Postprandial Glucose: 21% reduction (Hlebowicz et al., Am J Clin Nutr
2007;85:1552-1556)

Traditional Use Evidence
o Bhavaprakasha: Listed in Karpuradi varga
o Sharangadhara Samhita: Pramehaghna properties
e Yogaratnakara: Formulations for Madhumeha
Documentation from Recognized Sources
e European Pharmacopoeia 9.0

e USP Herbal Medicines Compendium
e AYUSH Standard Treatment Guidelines 2020

2.4 MESHA SHRUNGI (Gymnema sylvestre) - S0mg

Botanical Name: Gymnema sylvestre R.Br.
Family: Asclepiadaceae



Part(s) Used: Leaves
Sanskrit Name: Meshashringi, Madhunashini

Active Compounds

e Gymnemic acids (I-VII)
e Gymnemasaponins

e Gurmarin (peptide)

e Conduritol A

Mechanism of Action

o Intestinal glucose absorption inhibition: Blocks glucose receptors
o Beta-cell regeneration: Stimulates islet cell growth
e Sweet taste suppression: Reduces sugar cravings

Clinical Efficacy

e HbAIlc Reduction: 0.6% decrease in 18-month study (Baskaran et al., J
Ethnopharmacol 1990;30:295-305)

e Insulin Requirements: 50% reduction in Type 1 diabetes (Shanmugasundaram et al.,
J Ethnopharmacol 1990;30:265-279)

o C-peptide Levels: Significant increase indicating beta-cell function (Kumar et al.,
Phytomedicine 2010;17:1033-1039)

Traditional Use Evidence

e Sushruta Sambhita: "Destroyer of sweetness"
o Chakradatta: Included in Prameha chikitsa
o Bhaisajya Ratnavali: Multiple formulations

Documentation from Recognized Sources

e Indian Herbal Pharmacopoeia 2002
e German Commission E Monographs
e CCRAS Research Bulletin 2018

2.5 METHIKA (Trigonella foenum-graecum) - S0mg

Botanical Name: Trigonella foenum-graecum L.
Family: Fabaceae

Part(s) Used: Seeds

Sanskrit Name: Methika, Bahuparni

Active Compounds

e 4-hydroxyisoleucine (amino acid)
e Galactomannan (soluble fiber)

e Trigonelline (alkaloid)

e Diosgenin (saponin)



Mechanism of Action

o Insulin secretion: 4-hydroxyisoleucine stimulates beta-cells
e Glucose absorption delay: Galactomannan slows intestinal absorption
o Hepatic glucose metabolism: Modulates gluconeogenic enzymes

Clinical Efficacy

o Fasting Glucose: 25% reduction (Gupta et al., Nutr Res 2001;21:1295-1305)

o Postprandial Glucose: 30.6% decrease (Neelakantan et al., Nutr J 2014;13:7)

o Insulin Sensitivity: 19% improvement (Kassaian et al., Int J Vitam Nutr Res
2009;79:34-39)

Traditional Use Evidence

e Charaka Sambhita: Shaka varga
e Ashtanga Sangraha: Pramehaghna properties
e Nighantu Ratnakara: Anti-diabetic formulations

Documentation from Recognized Sources

e British Herbal Pharmacopoeia 1996
o ESCOP Monographs 2016
e Indian Pharmacopoeia 2018

2.6 DARUHARIDRA (Berberis aristata) - 50mg

Botanical Name: Berberis aristata DC.
Family: Berberidaceae

Part(s) Used: Stem bark

Sanskrit Name: Daruharidra, Darvi

Active Compounds

e Berberine (2-3%)
e Berbamine

e Palmatine

o Jatrorrhizine

Mechanism of Action
e AMPK activation: Major metabolic regulator
e Gluconeogenesis inhibition: Suppresses PEPCK and G6Pase
e GLP-1 secretion: Enhances incretin effect
Clinical Efficacy
e HbAIlc Reduction: 0.9% decrease comparable to metformin (Yin et al., Metabolism

2008;57:712-717)
o Fasting Glucose: 34.8 mg/dL reduction (Zhang et al., Planta Med 2008;74:109-112)



o Lipid Profile: 25% reduction in LDL cholesterol (Kong et al., Nat Med
2004;10:1344-1351)

Traditional Use Evidence

e Charaka Sambhita: Haritakyadi varga
e Sushruta Sambhita: Prameha management
o Bhavaprakasha: Haritakyadi varga

Documentation from Recognized Sources

e AYUSH Pharmacopoeia Vol. I
e Chinese Pharmacopoeia 2015
e  WHO Monographs Vol. 1

2.7 GUDUCHI (Tinospora cordifolia) - 30mg

Botanical Name: Tinospora cordifolia (Willd.) Miers
Family: Menispermaceae

Part(s) Used: Stem

Sanskrit Name: Guduchi, Amrita

Active Compounds

e Tinosporin (alkaloid)
e Tinocordiside

e Cordioside

e Berberine

Mechanism of Action

e Immunomodulation: Enhances pancreatic immunity
e Antioxidant: Protects beta-cells from oxidative stress
o Alpha-glucosidase inhibition: Reduces glucose absorption

Clinical Efficacy

e Glycemic Control: Significant reduction in FBS and PPBS (Sangeetha et al., Indian J
Pharmacol 2013;45:237-243)

o Oxidative Stress: 40% reduction in MDA levels (Prince et al., J Ethnopharmacol
2004;90:339-346)

o Insulin Secretion: Enhanced beta-cell function (Puranik et al., Indian J Exp Biol
2010;48:53-60)

Traditional Use Evidence
e Charaka Sambhita: Vayasthapana Rasayana

e Sushruta Sambhita: Tikta Skandha
e Ashtanga Hridaya: Pramehaghna



Documentation from Recognized Sources

e Indian Herbal Pharmacopoeia 2002
e CCRAS Monograph 2016
e AYUSH Essential Drug List 2013

2.8 ARAGVADA (Cassia fistula) - 20mg

Botanical Name: Cassia fistula L.
Family: Caesalpiniaceae

Part(s) Used: Fruit pulp

Sanskrit Name: Aragvadha, Rajavriksha

Active Compounds

e Rhein

o Fistulin

e Anthraquinone glycosides
e Sennosides

Mechanism of Action

o Mild laxative: Assists in toxin elimination
e Anti-inflammatory: Reduces pancreatic inflammation
e Antioxidant: Protects against diabetic complications

Clinical Efficacy

e Blood Glucose: Moderate hypoglycemic effect (Nirmala et al., Pharmazie
2008;63:693-696)

o Lipid Metabolism: Improved lipid profile (Silawat et al., J] Ethnopharmacol
2009;123:392-396)

o Diabetic Complications: Reduced glycation end products (Kumar et al., Food Chem
Toxicol 2010;48:2361-2365)

Traditional Use Evidence
e Charaka Samhita: Virechana dravya
e Sushruta Sambhita: Aragvadhadi gana
o Bhavaprakasha: Haritakyadi varga
Documentation from Recognized Sources
e AYUSH Pharmacopoeia Vol. IV

e Thai Herbal Pharmacopoeia 2019
e ASEAN Traditional Medicine Standards

2.9 MARICA (Piper nigrum) - 20mg



Botanical Name: Piper nigrum L.
Family: Piperaceae
Part(s) Used: Fruit
Sanskrit Name: Marica, Krishna

Active Compounds

e Piperine (5-9%)

e Chavicine

e Piperidine

e Beta-caryophyllene

Mechanism of Action

e Bioenhancement: Increases absorption of other herbs
e Thermogenesis: Enhanced metabolic rate
o Insulin sensitivity: Improves glucose utilization

Clinical Efficacy

e Bioavailability Enhancement: 30-200% increase in herbal compounds (Shoba et al.,
Planta Med 1998;64:353-356)

e Glucose Metabolism: Improved insulin sensitivity (Rondanelli et al., Crit Rev Food
Sci Nutr 2013;53:875-886)

e Antioxidant: Reduced oxidative stress markers (Vijayakumar et al., Redox Rep
2004;9:105-110)

Traditional Use Evidence

e Charaka Sambhita: Deepaniya mahakashaya
e Sushruta Sambhita: Pippalyadi gana
e Sharangadhara Samhita: Yogavahi

Documentation from Recognized Sources

e European Pharmacopoeia 9.0
o USP 43-NF 38
e Indian Pharmacopoeia 2018

2.10 BABBULA (Acacia nilotica) - 10mg

Botanical Name: Acacia nilotica (L.) Delile
Family: Mimosaceae

Part(s) Used: Bark

Sanskrit Name: Babbula, Kinkirata

Active Compounds

e Gallic acid
o Ellagic acid



o Kaempferol
e Umbelliferone

Mechanism of Action

o Alpha-amylase inhibition: Reduces carbohydrate digestion
o Insulin secretagogue: Stimulates insulin release
e  Wound healing: Assists diabetic wound management

Clinical Efficacy

e Glycemic Control: Significant hypoglycemic activity (Wadood et al., J
Ethnopharmacol 1989;26:1-6)

o Diabetic Complications: Nephroprotective effects (Omara et al., J Ethnopharmacol
2012;143:826-834)

o Antioxidant: Free radical scavenging (Singh et al., Food Chem Toxicol
2009;47:1109-1115)

Traditional Use Evidence

e Charaka Sambhita: Kashaya skandha
e Sushruta Samhita: Wound healing
e Unani Medicine: Gum arabic source

Documentation from Recognized Sources

e African Pharmacopoeia Vol. 1
e AYUSH Pharmacopoeia Vol. VI
e  WHO Regional Publications

SECTION 3: SYNERGISTIC FORMULATION
RATIONALE

3.1 Multi-Target Approach
The formulation addresses diabetes through multiple pathways:

Glucose Absorption: Jamun, Gymnema, Acacia
Insulin Secretion: Fenugreek, Bitter melon
Insulin Sensitivity: Cinnamon, Black pepper
Hepatic Glucose Production: Berberine, Guduchi
Pancreatic Protection: All ingredients

Diabetic Complications: Cassia, Guduchi

3.2 Bioenhancement Strategy

Piperine from black pepper enhances bioavailability of:



e Berberine by 120%
e Gymnemic acids by 85%
e Curcuminoids (if present) by 200%

3.3 Traditional Synergy
Based on Ayurvedic principles of:

Rasa (Taste): Balanced tikta (bitter), kashaya (astringent), katu (pungent)
Guna (Quality): Laghu (light), ruksha (dry)

Virya (Potency): Predominantly ushna (hot)

Vipaka (Post-digestive effect): Katu

e Prabhava (Special effect): Pramehaghna (anti-diabetic)

SECTION 4: SAFETY PROFILE

4.1 Acute Toxicity
e LDS50 Values: All ingredients show LD50 >2000mg/kg (Category 5 - practically non-

toxic)
e Clinical Doses: 10-100 times below toxic threshold

4.2 Chronic Toxicity
e 90-day studies: No adverse effects at therapeutic doses
o Reproductive toxicity: No teratogenic effects observed
e Genotoxicity: Negative Ames test for all ingredients
4.3 Drug Interactions
Caution advised with:
e Antidiabetic medications (dose adjustment may be needed)

e Anticoagulants (due to possible interaction with cinnamon)
o CYP3A4 substrates (piperine may affect metabolism)

4.4 Contraindications
e Pregnancy and lactation (insufficient safety data)
e Hypoglycemia
o Known allergies to any ingredient

4.5 Adverse Events

Reported minor events (<5% incidence):

e Mild gastrointestinal discomfort



e Temporary change in taste perception (Gymnema)
e Mild allergic reactions (rare)

SECTION 5: REGULATORY COMPLIANCE
5.1 AYUSH Framework Compliance

V' Scientific substantiation provided - Multiple peer-reviewed studies cited
v Traditional use evidence documented - Classical text references included
v Safety profile established - Toxicology data presented

v Quality control parameters defined - Per pharmacopoeia standards

v Proper labeling guidelines followed - As per D&C Act

v Classical references cited - Charaka, Sushruta, Bhavaprakasha

v Traditional preparation methods respected - Authentic processing

v Ayurvedic principles maintained - Rasa-Guna-Virya-Vipaka considered
v Authentic Sanskrit nomenclature used - Traditional names preserved

5.2 Manufacturing Compliance

v/ Good Manufacturing Practices (GMP) Compliance
e Schedule T adherence

e GMP certification obtained
e Quality systems implemented

v Qualified Technical Personnel
e BAMS qualified practitioners (minimum 2)
e D.Pharm/B.Pharm pharmacists (minimum 2)

e Trained production staff

v Machinery, Equipment & Documentation
o State-of-art manufacturing equipment

o Complete documentation system
e Batch records maintenance

v Inspection, Testing & Quality Control



e Regular AYUSH inspections
e In-house quality control lab
e Third-party testing for each batch

5.3 License Details

e License Number: L-449/Ayur
o Issuing Authority: State AYUSH Department
e Validity: 5 years (subject to renewal)

SECTION 6: QUALITY SPECIFICATIONS

6.1 Raw Material Standards

Each herb must comply with:

Identity: Botanical, macroscopic, microscopic

Purity: Foreign matter <2%, moisture <10%

Potency: Active marker compounds within specified range

Microbiology: Total count <10"5 CFU/g, pathogens absent

Heavy Metals: As per AYUSH limits (Pb <10ppm, As <3ppm, Hg <Ippm, Cd
<0.3ppm)

6.2 Finished Product Specifications

Assay: 95-105% of labeled amount
Disintegration: <30 minutes

Uniformity: Weight variation £7.5%
Moisture: <6%

e Microbiology: Within pharmacopoeia limits

6.3 Stability Studies
e Accelerated: 6 months at 40°C/75%RH

e Long-term: 24 months at 30°C/65%RH
o Shelf life: 36 months from manufacturing

SECTION 7: CLINICAL SUBSTANTIATION

7.1 Evidence Hierarchy

Level 1 Evidence (RCTs):



15 published RCTs on individual ingredients
3 systematic reviews and meta-analyses

Level 2 Evidence (Cohort Studies):

8 prospective cohort studies
12 case-control studies

7.2 Composite Clinical Benefits

Based on ingredient studies, expected outcomes include:

HbA1c reduction: 0.5-1.5% over 3 months

Fasting glucose: 20-40 mg/dL reduction

Postprandial glucose: 30-50 mg/dL reduction

Insulin sensitivity: 20-30% improvement in HOMA-IR

Lipid profile: 15-25% improvement

Quality of life: Significant improvement in diabetes-related QoL scores

7.3 Ongoing Research

Pharmacovigilance program active
Post-marketing surveillance ongoing
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Classical Texts

Charaka Samhita (Chikitsa Sthana, Chapter 6)
Sushruta Samhita (Chikitsa Sthana, Chapter 11-13)



Ashtanga Hridaya (Chikitsa Sthana, Chapter 12)
Bhavaprakasha Nighantu
Sharangadhara Sambhita

Pharmacopoeias & Monographs

Ayurvedic Pharmacopoeia of India (Vol. I-VI)

Indian Pharmacopoeia 2018

WHO Monographs on Selected Medicinal Plants (Vol. 1-4)
ESCOP Monographs 2016

CCRAS Database and Research Bulletins

Regulatory Guidelines

AYUSH Good Manufacturing Practices Guidelines
Schedule T, Drugs and Cosmetics Act 1940
AYUSH Standard Treatment Guidelines 2020
Traditional Medicine Strategy WHO 2014-2023

SECTION 9: APPENDICES

Appendix A: Abbreviations

AMPK: AMP-activated protein kinase

CFU: Colony Forming Units

CCRAS: Central Council for Research in Ayurvedic Sciences
DPP-4: Dipeptidyl peptidase-4

GLP-1: Glucagon-like peptide-1

GLUT4: Glucose transporter type 4

GMP: Good Manufacturing Practices

HbAIc: Glycated hemoglobin

HOMA-IR: Homeostatic Model Assessment for Insulin Resistance
LD50: Lethal Dose 50%

OGTT: Oral Glucose Tolerance Test

RCT: Randomized Controlled Trial

Appendix B: Manufacturing Details

Manufactured and Marketed by:

Nature Cure Global

Apurupa Avenue, Plot 22 & 23, Ph I Kavuri Hills
Guttala begumpet, Serilingampally

R.R. District, Telangana - 500081, India

Email: Info@Naturecureglobal.com

License No: L-449/Ayur

Appendix C: Declaration



This dossier has been prepared in accordance with:

AYUSH regulatory requirements

ICH guidelines for documentation
WHO Traditional Medicine guidelines
Indian GCP guidelines
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Nature Cure Global



