
•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTB<l>MKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Page 1 of 6 / CTp. 1 HJ 6 

Product/ : Ketorol gel for external use 2 % 
TipOJJ.YKT KeTOpon®, reJJb JJ.)UI Hapy)KHOro npiiMeHeHWI 2 % 
Market/ 

Russia / Poccmr 
PblHOK 

Batch No/ : V260399 Batch Quantity / : 19322.000 units/ 

Cepm1 .N'!! PaJMep cepHH 19322.000 e/l,11H11U 

Analytical Report No/ : 040003425397 Date of Analysis / : 12.06.2026 

AHaJIHTttlfec1rnii OTlfeT .N'!! ,ll.aTa anaJIHJa 

Date of Manufacture/ : 05/2026 Date of Expiry/ : 04/2028 

,ll.aTa npOl13B0/l,CTBa \ 
fo/l,eH tJ:O (BKJJ.) 

Mfg. License No./ : MNB/05/263 MA number/ : JU1-.N!!(001 l 19)-(Pf-

TipOH3B0tJ:CTBeHHaH JI11UeHJHH HoMep PY RU) 

.N'!! 
Analysis performed according to ND/ AnaJIHJ npoBeti:eH no H,ll.: .JITT-.N'!!(001119)-(Pf-RU)-210623 

N2 Test/ IloKaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 

1 Description/ Onttcautte Homogeneous transparent gel with Homogeneous transparent or semi-
characteristic odor/ O.llHOpO.llHbIH transparent gel with characteristic odor / 
np03pa'-1Hblll reJJb C xapaKTepHbIM O.llHOpO.llHblll np03pa'-!Hblll 11JJH . 
JanaxoM. nonynpo3pa'iHbiii renb c xapaKTepHbIM 

JanaxoM. 

2 Identification/ Bti:eHTHdmKauusi 
2a Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the 

KeToponaKa TpOMeTaMHH CoorneTCTByeT chromatogram of test solution should 
correspond to that in the chromatogram 
of ketorolac tromethamine reference 
standard solution (Assay section). I 
BpeM.11 y.llep)l(HBaHH.11 OCHOBHOro Til1Ka 
Ha xpoMaTorpaMMe 11cnbnyeMoro 
pacrnopa )lQJJ)KHO COOTBeTCTBOBaTb 
speMeH11 y.llep)l(118aHH.II OCHOBHOro ITl1Ka 
Ha XpOMaTorpaMMe pacrnopa 
CTaH.llapTHOfO 06pa3ua KeTOponaKa 
TPOMeTaMHHa (paJ)len 
«Kon11'-!eCTseHHOe onpeAeneHHe») 

Conclusion : APPROVED I 
!
Remarks: The Product confirms to ND/ 
TI pH Melfa Hue: ITpOAYKT coorneTcrnyeT TPe6osamrnM H,ll. 3aKJIIOlfenue: O,lJ;OiiPEHO 

Prepared by/ 
ITo.uroTOsneHo: 
Shagun 

V 
Date/ 
)].aTa: 13.06.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 

npoaepetto: { ITpoeepeno (AOK): person/ O)lo6peno: O6ecne11eH11e 
Prave h Rana 

Amit r:~ 
Ka4eCTBalOTBeT~TBeHHOe Jn1uo: 

~}...~\~vi ~ a~-~ r 

Date / Date/ Date/ 1 - \'>r"-
,D.a-ra: 13.06.2026 _AaTa: 13.06.2026 )];am: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddy5.com 

CIN: L85195AP1984PLC004507 
ww'./'1.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHA.Jil13A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +9198166 56001-02 
www.drreddys. com 

Page 2 of 6 / CTp. 2 HJ 6 

Product/ : Ketorol gel for external use 2 % 

TipOJJ.YKT Kempon® , reJib )lJUI Hapy)KHOro npHMeHemrn 2 % 

Market/ 
Russia / PocCH51 

PbtHOK 

Batch No/ : V260399 Batch Quantity / : 19322.000 units / 

Cepust }fo PaJMep cepuu 19322.000 e,UHHHU 

Analytical Report No/ : 040003425397 Date of Analysis / : 12.06.2026 

AuaJJHTHqecKHH oTqeT .N'2 )];am auaJJHla 

Date of Manufacture/ : 05/2026 Date of Expiry/ : 04/2028 

)J;aTa npOH3B0,UCTBa roJJ,eH JJ,O (BKJJ.) 

Mfg. License No./ : MNB/05/263 MA number/ : JIII-.N2(001119)-(Pr-

TipOH3BOJJ,CTBeHHaSI JJHUeH3HSI HoMep PY RU) 

.N'! 
Analysis performed according to ND/ AuaJIHl npoBeJJ,eH no H)J;: .JITI-.N'2(001119)-(Pr-RU)-210623 

.N'! Test/ TioKaJaTeJJb Result/ PelyJJbTaTbl Specification/ HopMa 

2b Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl 
benzoate and sodium propyl CoorneTcrnyeT parahydroxybenzoate and sodium propyl 
parahydroxybenzoate / parahydroxybenzoate peak m the 
MeTHnnapar11.upoKc116eH30aT chromatogram of the sample preparation 
HaTpm1 H nponHnnaparn.upoKcH- corresponds to that in the chromatogram 
6eH3oaT HaTpH51 of the standard preparation (Assay 

section). I BpeMeHa y.uep)KHBaHH51 
0CH0BHbIX DHK0B Ha xpoMarnrpaMMe 
HCilbITyeMoro pacrnopa ,U0JI)l(Hbl 
C0OTBeTCTB0BaTb BpeMeHaM 
y.uep)KHBamrn 0CHOBHbIX TIHK0B Ha 
xpoMarnrpaMMe pacrnopa crntt,uapTHbIX 
o6pa3UOB MeTHJinapar11,upOKCH6eH30aTa 
H npon1,1Jinaparn,upoKc116eH3oarn. 
(pa3,uen «Kon11qecTBeHHoe 
onpe.ueneHHe») 

3 Weight of package content/ 50.1 g I 50, I r Should correspond to the requirements / 
Macca COJJ.ep:lKHMOro B C00TBeTCTBHH C rpe6oBaHH51MH. 

ynaKOBKH 

4 pH of aqueous suspension / 6.8 6.0 - 7.8 / OT 6,0 ,!1_0 7,8 

pH B0JJ.H0H cycneHJHH 

5 Viscosity / BHJKOCTb 6.262 poise I 6,262 nya3 Between 5 and 12 poise/ 
OT 5 .uo 12 nya3 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe'laHue: CTpO.ll)'KT CO0TBeTCTByeT Tpe6oBaHl151M H).J_ 3aKmoqeuue: O)];O6PEHO 

Prepared by / 
n o,n_rOTOBJ'leHO'. 
Shagun 

V 
Date / 
}].aTa: 13.06.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITpOBepe110: 

{ 
nposepeHo (AOK): per on / O.uo6petto: O6ecneqem1e 

Prave h Rana 
Amit r ~ 

Kaqecrna/OrneTC~BeHHOe JlHl.l0: ~ 

~ LO} KcM,1W\ // 
ll__ '/ ,..~ " 

Date / Date I Date/ \ ' - ,.v,~v 
,LJ:ai-a: 13.06.2026 ):{am: 13.06.2026 ):{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Te langana, Ind ia 

Tel : +9140 4900 2900, Fax : +9140 4900 2999, Email: mail@drred dys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product/ : 
ITpOJlYKT 
Market/ 
PblHOK 

CERTIFICATE OF ANALYSIS 
CEPTM<I>MKAT AHAJIH3A 

Ketorol gel for external use 2 % 
Kempon®, reJih JI,JUi ttapy)lrnoro rrPHMeHemrn 2 % 

Russia / PoccID! 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Page 3 of 6 / CTp. 3 HJ 6 

Batch No I : V260399 Batch Quantity / : 19322.000 units/ 
CepHH .N'2 Pa1Mep cepHH 19322.000 e)],HHHU 

Analytical Report No I : 040003425397 Date of Analysis/ : 12.06.2026 
AH8J1HTH'ICCKHH OT'leT .N'2 ,l(aTa anaJ1u1a 

Date of Manufacture / : 05/2026 Date of Expiry / : 04/2028 
,l(aTa npOH3B0)],CTBa roJJ,eH JJ,O (BKJl.) 

Mfg. License No./ : MNB/05/263 MA number/ : JUI-N!!(00l 119)-(Pf-
ITpOH3BOJJ,CTBeHHaH JlHQeHJHH HoMep PY RU) 

.N'2 
Analysis performed accordin2 to ND/ AuaJ1Hl rrooBeJJ.eH no H,l(: JIIT-.N'2(001119)-(Pr-RU)-210623 

.N'! Test/ IloKa1aTeJ11, Result/ Pe1yJ1bTaTbt Specification / HopMa 

6 Related substances / ITouMeCH 
Ketorolac 1-keto analogue/ 0.0251 % Not more than 1.0 % /He 6onee 1,0 % 
1-KeTOaHaJIOf KeTOpOJiaKa 

Ketorolac I-hydroxy analogue / Below LOQ (LOQ = 0.020 %) I Hm1<e Not more than 0.5 % / He 6onee 0,5 % 
1-rn.ll,pOKCHattanor KeTopoJiaKa npe.uena KOJ111'1ecrnettttoro onpe.uenettnll 

(OKO = 0,020 %) 

Any single unidentified Not more than 1.0 % / He 6onee 1,0 % 
impurity/ E,n:HttWitta.lI Below LOQ (LOQ = 0.025 %) / HnlKe 
tteHJJ,ettTH~HUHpOBaHHa.lI npe.uena KOJJH'1ecTBeHHoro onpe.ueneHHll 

rrp11MeCb (IlKO = 0,025 %) 

Total impurities/ CYMMa 0.0251 % Not more than 3.0 % / He 6onee 3,0 % 
rrpwMecew 

7 Microbial limits / MuKpo6uoJ1ornqecKaH qucrnrn 

Total aerobic microbial count/ Less than 10 CFU/g / Not more than 102 CFU/g / 
O6mee 'IHCJIO a3po6ttb[X Mettee 10 KOE/r He 6onee 102 KOE/r 
MHKpoopraHHJMOB 

Total combined yeast and Less than IO CFU/g / Not more than I 01 CFU/g / 
molds count/ O6mee Mettee 10 KOE/r He 6onee 101 KOE/r 
'IHCJIO ApOlK)l(eBhlX H 
IlJieCtteBb!X rptt60B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: ITpo.uyKT cooTBeTcTByeT Tpe6osattHllM HA 3aKJ110qeutte: O,l(OliPEHO :=:::=====:::::::::::===;-;:==========:;,::::=====~ 
Prepared by/ 
Tio.n:rorosnetto: 

Shagun y 

Date/ 
)];aTa: 13.06.2026 

Checked by / 

nposepeHO: { 
Prave h Rana 

!::========! 
Date / 
}:tarn: 13.06.2026 

Checked by (AQA) / 
nposepeHo (AOK): 

Am;1r~ 

Date/ 
l.(aTa: 13.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.n:o6petto: O6ecrre'!ett11e 
Ka'!eCTBa!OTBeTCTBCJ-JHOe JIHUO: 

o~ \~~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<DMKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Page 4 of 6 I CTp. 4 u1 6 

Product/ : Ketorol gel for external use 2 % 
IlpoL1,y1n Kempon®, renb JJ,Jljj Hapy)l(HOro rrpHMeHemrn 2 % 
Market/ 

Russia / Poccm, 
PbIHOK 
Batch No/ : V260399 Batch Quantity/ : 19322.000 units/ 
Cepusi .N'!! Pa1Mep cepuu 19322.000 eJJ,HHHU 
Analytical Report No/ : 040003425397 Date of Analysis/ : 12.06.2026 
AHaJIUTUqecKUH oTqeT .N'!! Ll:aTa anaJIHla 

Date of Manufacture / : 05/2026 Date of Expiry/ : 04/2028 
ll.aTa IlPOH3BOJJ,CTBa roJJ,eH JJ,O (BKJI,) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-.NQ(00l 119)-(Pf'-
IlpOH3BOJJ,CTBeHHast JIHUeH3HSI HoMep PY RU) 
.N'!! 

Analysis performed according to ND/ AnaJiu1 rrposeJJ,eH no H,n:: JIIl-.N'!!(001119)-(Pr-RU)-210623 

.N'!! Test/ IloKa1aTeJib Result/ Pe1yJibTaTb1 Specification / HopMa 

Pseudomonas aeruginosa Absent in 1 g/ OTcyTcrnyeT B 1 r Should absent in 1 g/ OTcyTCTBHe B 1 r 

Staphylococcus aureus Absent in 1 g/ OTcyTcrnyeT B 1 r Should absent in 1 g/ OTCYTCTBHe B 1 r 

8 Assay/ KoJiuqecTBennoe onpeJJ,eJienue: 

Ethanol / 3rnHoJI 99.5 % NLT 85 % and NMT 115 % of the 
labeled amount I 
OT 85 .no 115 % OT 3aj!BJieHHOro 
KOJIWieCTBa 

Dimethyl sulfoxide / 103.9 % NLT 90 % and NMT 110 % of the 
,lJ;HMeTUJICYJib~OKCHJJ: labeled amount I OT 90 .no 110 % OT 

3ajjBJieHHOro KOJIWieCTBa 

Sodium methyl parahydroxy- 97.6% NLT 90 % and NMT 110 % of the 
benzoate I MeTHJinapa- labeled amount I OT 90 .no 110 % OT 
rn.npoKctt6eH3oaT HaTPHjj 3ajjBJieHHOro KOJIW!eCTBa 

Sodium propyl parahydroxy- 98.5 % NLT 90 % and NMT 110 % of the 
benzoate / Ilporrttnrrapa- labeled amount I OT 90 JJ:O 110 % OT 
rn.npoKCH6eH30aT HaTp1,rn 3ajjBJieHHOro KOJiwteCTBa 

Ketorolac tromethamine I 100.5 % NLT 90 % and NMT 110 % of the 
KernponaKa TpoMeTaMHH labeled amount / OT 90 .no 110 % OT 

3ajjBJieHHOro KOJIWieCTBa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMet.Jauue: Ilpo,nyKT cooTBeTcrnyeT Tpe6osaHHjjM H,ll; 3aKJIIO'-lettue: Oll.OliPEHO 

1:=::::::::::::::::======:::::::::::::::;,===:::::::::::===::;;:::=========: 
Prepared by/ 
IT0llf0TOBJJeHo: 

Shagu1r 

Date I 
)lam: 13.06.2026 

Checked by / 
Opoaepetto: 

1 

Jl 
Pravesh Ranj 

Date / 
}laTa: 13.06.2026 

Checked by (AQA) / 
npoaepetto (AOK): 
Ami t K ar 

,..--\ 
.---

Date I 
}lam: 13.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O.no6peHo: O6ecrreqeHHe 
Kaqecrna/OrneTCTBeHHoe nuuo: 

Date / 
}lam: 

C,0-,vj~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJil13A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Page 5 of 6 I CTp. 5 u1 6 

Product/ : Ketorol gel for external use 2 % 
IlpOAYICT Kempon®, reJib )],JUI Hapy)l<HOro rrp11MeHemrn: 2 % 
Market/ 

Russia / Pocci,rn: 
PhlHOK 
Batch No I : V260399 Batch Quantity / : 19322.000 units / 

Cepusr .N'! Pa1Mep cep1m 19322.000 e.D:HHHI.( 

Analytical Report No I : 040003425397 Date of Analysis / : 12.06.2026 

AuaJittTuqecKHH oTqeT .N'! l{aTa auaJitt3a 
Date of Manufacture/ : 05/2026 Date of Expiry/ : 04/2028 

l{aTa IlPOH3BOACTBa roi:.eu AO (BKJI.) 
Mfg. License No./ : MNB/05/263 MA number/ : nn-.N2(001119)-(Pr-

IlpOH3BOACTBeuuasr JIHUeH3HSI HoMep PY RU) 

.N'! 
Analysis performed according to ND/ AuaJiu3 nposei:.eu no Hll: JIIl-.N'!(001119)-(Pr-RU)-210623 

.N'! Test/ Iloica1aTeJih Result/ Pe1yJihTaThI I Specification / HopMa 

9 Package/ Onucauue 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 
ynaKOBKH tube together with patient information leaflet in a carton. / no 50 r B Ty6y 03 

JiaMHHHpoBaHHOfO aJIIOMHHIDI, ctta6)KeHHYIO MeM6pattofi AJI51 KOHTpOJI51 
rrepBoro BCKphITIDI. no 1 Ty6e BMeCTe c HHCTPYKUHeH ITO Me.D:Hl.(HHCKOMY 
rrpHMeHeHHIO (JIHCTKOM-BKJiaAblIIIeM) 8 rra1IKy KapTOHHYfO. 

API name/ HauMeuosauue A<l>C: Ketorolac tromethamine I KernponaKa TPOMemMHH 

INN /MHH: Ketorolac I KernponaK 

API manufacturer batch number / 
ABSH006777 

HoMep cepuu npottJBOAHTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu FETA00145 

npOH3BOAHTeJISI r JI<I>: 

API Manufactured by & country/ 
Dr. Reddy's Laboratories Ltd., India/ A-p PeM11'c na6oparnpm flTA, I1HAH51 IlpottJBOAHTeJih A<l>C, cTpatta: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMe'-1a1111e: TipO.llYKT cooTBeTcTByeT Tpe6osaHHHM H)l laiemoqeuue: Ol{OliPEHO 

1:=:::::========::::::::::::::::::;-;=====:::::::::=::;-;:::==:::::::::====::: 
Prepared by/ Checked by I Checked by (AQA) I Approved by: Quality A urance/Authorized 
Tio.D:roToBnetto: nposepe1-10: / TipoBepeHo (AOK): person / OJJ;o6peuo: O6ecne11e1mc 
Shagun .II / Prave h Rana Amit K l ~ __..... K8'lfCCTBa/OTBeTCTBeHHOe JIMl.l0: 

lfY .r '~ 1(.0,.Mw-, 

Date I 
}];am: 13.06.2026 

Date/ Date I 
}];am: 13.06.2026 }];am: 13.06.2026 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<I>HKAT AHAJil13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Page 6 of 6 / CTp. 6 uJ 6 

Product/ : Ketorol gel for external use 2 % 
IlpOJJ.YKT Kempon®, rem .ll.IDI ttapy)l(ttoro rrpHMeHett11.11 2 % 

Market/ 
Russia / Pocc11.11 

PblHOK 

Batch No/ : V260399 Batch Quantity/ : 19322.000 units / 

Cepusi .N'!! PaJMep cepuu 19322.000 e,lll1H11U 

Analytical Report No/ : 040003425397 Date of Analysis / : 12.06.2026 
AHaJlUTU'leCKHH OT'teT .N'!! ,lI.aTa anaJ1nJa 

Date of Manufacture/ : 05/2026 Date of Expiry/ : 04/2028 

,lI.aTa npOU3B0.UCTBa ro.ueu .UO (BKJ1.) 

Mfg. License No./ : MNB/05/263 MA number/ : Jill-.N!!(00l 119)-(Pf-

IlpOH3B0J).CTBeHHaSI J1UQeH3USI HoMep PY RU) 

.N'!! 

Analysis performed according to ND/ Auam13 npoBeAell no H,!l: JITI-.N'!!(001119)-(Pr-RU)-210623 

Name, address, authorization No for 
FP manufacturing site/ Control site / 
Release site / 
HauMeHOBaHue, a.upec, JlUQeHJHSI )lJlSI 
Ilp0U3B0,llCTBeHHaSI UJlO[Qa,lJ.Ka / 
IlJ1omaJJ.Ka KOHTpOJUI Ka'teCTBa / 
IlJ1oma.uKa BbIUYCKa 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
MNB/05/263) I 
LJ:-p Pe.ll..llH'c Jla6oparnpttc Jh.u., I1H.u11H , llpomeo.ucTBettttoe 
no.upa3.uenett11e-6, BHJin. KxoJih, Hanarapx Poy.u, Ea.u.uu, ,n:wcTpttKT Conatt, 
X.ll., 173205, l1tt.u11.11 (nm.1.ett311.11 HOMep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This 

batch of product has been manufactured, including packaging/labeling and quality control at the above 

mentioned site(s) in full compliance with the GMP requirements of the Eurasian Economic Union and 

requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the 

importing country. Production, packaging and testing records are verified and their compliance with Good 
Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJIIO'leHne O COOTBeTCTBUU: «HacTO.ll~HM .II TTO)].TBep~mo, '-ITO npHBe)].eHHa51 Bblllle 11H<popMa~H.II 

.IIBJUieTC.11 )].OCTOBepHOH H T04HOH. 3Ta cepw.11 npo,11;yKUHH npOI13Be)].eHa (BKJII04a.ll ynaKOBKY (MapKttpOBKY) 11 
KOHTpOJlb Ka'-lecrna) Ha BbillleyKmaHHOH npOI13B0)].CTBeHHOH nno~a)].Ke (nnoll.(a)].Kax) B TTOJlHOM COOTBeTCTBl111 
C Tpe6oBaHmIMl1 I1paBl1Jl Ha)].Jle)Kall.(eH npOI13B0)].CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMH'-leCKOro COI03a 

l1 Tpe6oBaHIUIMl1 KOHTpom1 Ka4eCTBa neKapCTBeHHbIX cpe)].CTB, a Tal()Ke B COOTBeTCTBHH co cneu11cp111<a~l1.IIMl1, 

CO)].ep)Ka~HMHC.11 B perttcTpaQHOHHOM )].OCbe CTpattbl-HMTTOpTepa. 3anwcw no npOI13BO)].CTBY, ynaKOBKe 11 

aHaJil13Y npoBepettbl, l1 ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHH.IIM TipaBHJl Ha,l::(Jle)Ka~eH npOI13B0)].CTBeHHOH 

npaKTHK EBpa3HHCKOro 3KOHOMl1'IeCKOro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
□pHMe"IaHHe: llpo.uyKT cooTBeTcTByeT Tpe6oeatt11.11M H,n: 3aKJ110'leHue: O,n:OliPEHO 

I~=====::::::::::===:::::;;===:::::::::::=====:::;-;:::==:::::::::::=====: 
Prepared by / 
nonroTonneHo: 
Shagun 

Date I 
,n:arn: 13.06.2026 

Checked by/ 
llpoeepetto: j 
Pravesh Rana } 

Date I 
,n:arn: 13 .06.2026 

Checked by (AQA) / 
llpoeepetto (AOK): 
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