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Page 1 of 6 I CTp. 1 uJ 6 

Product/ : Ketorol gel for external use 2 % 
npo)lylCT KeTopon®, reJJb ,ll,IUI ttapy)lrnoro np11Mettemrn 2 % 

Market/ · 
Russia / Poccm1 

PbIHOK 
Batch No/ : V260403 Batch Quantity/ : 19820.000 units/ 

CepuH .N'! PaJMep cepuu 19820.000 e)lHHHU 

Analytical Report No/ : 040003426959 Date of Analysis / : 12.06.2026 

AHaJlHTHlfeCKHH OTlfeT .N'2 ,ll,aTa auaJ1uJa 
Date of Manufacture / : 05/2026 Date of Expiry/ : 04/2028 I 
,ll,aTa IlP0U3B0)lCTBa ro)leH )lO (BKJ1.) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-N~(O0l 119)-(Pf-

IIpoUJBOtJ.CTBeHHaSI JlUUeHJUSI HoMep PY RU) 

.N'! 

Analysis performed accordine- to ND I AHamn npoae}leH no H,ll,: JJil-.N'2(001119)-(Pr-RU)-210623 

.N'! Test/ IloKaJaTeJJb Result/ PeJyJ1bTaTbl Specification/ HopMa 

1 Description/ Onucauue Homogeneous transparent gel with Homogeneous transparent or semi-
characteristic odor/ O)lHOpO)lHblH transparent gel with characteristic odor / 
I1p03palfHblH reJJb C xapaKTepHblM O)lHOpOJlHbIH np03palfHblH HJJH 
JanaxoM. I10JJynp03pa11HblH reJJb C xapaKTepHblM 

JanaxoM. 

2 Identification / Mti.euTulf>uKauusi 
2a Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the 

KeTOpoJJaKa TpoMeTaMHH CoorneTcrnyeT chromatogram of test solution should 
correspond to that in the chromatogram 
of ketorolac tromethamine reference 
standard solution (Assay section). I 
BpeM.11 y.nep)l{ttBaHID! OCHOBHOro ITHKa 
Ha xpoMaTorpaMMe HCIIbITyeMoro 
pacTBopa AOJJ)KH0 C0OTBeTCTB0BaTb 
BpeMeHH yAep)l{ttBaHH.11 OCHOBHOro m!Ka 
Ha xpoMaTorpaMMe pacrnopa 
CTaH)lapTHOro 06pa3ua KeTOpOJJaKa 
TpoMeTaMHHa (paJ.nen 
«KonH11ecrneHHoe onpe)lenem1e») 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110'-!euue: O,ll,OliPEHO IlpuMelfaHue: ITpOAYKT coorneTcrnyeT Tpe6oBaHIDIM H,n: 

Prepared by / 
flo11r0TOBJJeHO' 
Vishal harm 

Date/ 
,Uarn: 13.06.2026 

Checked by/ 

TTposepetto: j 
Prave h Rana 

::======::: 
Date/ 
,ll,aTa: 13.06.2026 

Checked by (AQA) / 
ITpoeepeHO (AOK): 

Amit Kur ~ 

Date/ 
)J;a-ra : 13.06.2026 

Approved by: Quality Assurance/ Authorized 
person / O)lo6petto: O6ecne11ett11e 
1<a• raa/Ornercrneiwoe nwuo: 

I -..-........_yv- , \ CD.AA WJ 

Date / 
,ll,aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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 2 of 6 / CTp. 2 H3 6 

Product/ : Ketorol gel for external use 2 % 
IlpOJlYKT KernpoJ1®, renh ro1.si Hapy)KHOro np11MeHemrn 2 % 
Market/ Russia / PoccJ,rn 
PbIHOK 
Batch No/ : V260403 Batch Quantity/ : 19820.000 units/ 
Cepust .N'2 Pa1Mep cepuu 19820.000 e)lHHHU 
Analytical Report No/ : 040003426959 Date of Analysis/ : 12.06.2026 
AnaJlHTH'leCKHU OT'leT .N'!! ,ll.aTa anaJ1u1a 
Date of Manufacture / : 05/2026 Date of Expiry / : 04/2028 
,ll.aTa npOH3B0)lCTBa ro)leH )lO (BKJ1.) 
Mfg. License No. / : MNB/05/263 MA number/ : JU1-N2(001119)-(Pf-
IlpOH3B0)lCTBeHH8SI J1HU.CH3HH HoMep PY RU) 
.N'2 
Analysis performed according to ND/ A11aJIH3 npoBe)leH no H,ll.: JIIl-.N'2(001119)-(Pr-RU)-210623 

.N'2 Test I Iloica1aTeJ1b 

2b Sodium methyl parahydroxy­
benzoate and sodium propyl 
parahydroxybenzoate / 
MeT11nnapar11.upoKc116en3oaT 
HaTPmI 11 rrpormnnaparn.upoKcM-
6en3oaT naTpm1 

3 

4 

5 

Weight of package content/ 
Macca co)le p,KuMoro 
ynatcOBKH 

pH of aqueous suspension/ 
pH BOJlHOii cycnen3HH 

Viscosity / Bst3KOCTb 

Result/ Pe1yJ1bTaTbI 

Complies as prescribed / 
CooTBeTcrnyeT 

50.2 g I 50,2 r 

6.7 

6.431 poise/6,431 rrya3 

Specification / HopMa 

The retention time of the sodium methyl 
parahydroxybenzoate and sodium propyl 
parahydroxybenzoate peak m the 
chromatogram of the sample preparation 
corresponds to that in the chromatogram 
of the standard preparation (Assay 
section). I BpeMena y.uep)K11Banm1 
OCHOBHh!X ITHKOB Ha xpoMaTorpaMMe 
11cmnyeMoro pacrnopa JlOJl)l(HhI 
COOTBeTCTBOBaTh speMeHaM 
y.uep)KHBaHml OCHOBHh!X IlHKOB Ha 
xpoMaTorpaMMe paCTBOpa CTaH,LlapTHh!X 
06pa3uos MeTHJ1rrapar11.upoKc116en3oaTa 
11 rrpomumaparn.upoKc116eH3oarn. 
(pa3,!leJI «KOJlWICCTBCHHOe 
orrpe.uenen11e») 

Should correspond to the requirements I 
B COOTBeTCTBHH c TPe6oBaHH»MH. 

6.0 - 7.8 / OT 6,0 .uo 7,8 

Between 5 and 12 poise I 
OT 5 .uo 12 nya3 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: ITpo,nyKT cooraeTCTByeT TPe6osaHIDIM H,ll; 3aKJIJO'leuue: OAOliPEHO 

1:=============,;==========..=========: 
Prepared by/ Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized 
non.roT01rneHil nposepe,w: f npoaepeH0 (AOK): person/ O.uo6peno: O6ecneqen11e 

Vishal hannv Pmve hRana - AmilKui " ,....-'\ ~~:""~
0

~ 

1:=========::=======::::::::=======~ ~ ._,,~ 
Date / 
}],a-Pa: 13.06.2026 

Date/ 1 \ 1 ;_pv 
}],a-ra: _ 

Date / 
}],aTa: 13.06.2026 

Date / 
J],aTa: 13.06.2026 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT 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 3 of 6 / CTp. 3 H3 6 

Product/ : Ketorol gel for external use 2 % 
IIpoJJ.yKT Kempon®, renb ,n;rn ttapy)lrnoro rrp11MeHemrn 2 % 

Market/ 
Russia / Pocc,rn: 

PbIHOK 
Batch No I : V260403 Batch Quantity / : 19820.000 units/ 

CepuH .N'! Pa1Mep cepuu 19820.000 e,lll1ttHU 

Analytical Report No / : 040003426959 Date of Analysis / : 12.06.2026 

AuaJJHTH'leCKHH OT'leT .N'! )],aTa auaJJu1a 
Date of Manufacture / : 05/2026 Date of Expiry/ : 04/2028 

)],aTa npOH3B0.ll,CTBa ro.11,eH J].O (BKJJ.) 
Mfg. License No./ : MNB/05/263 MA number/ : JITT-.M1(001119)-(Pf-

IlpOH3B0J].CTBeHHaH JJHU.eHJHH HoMep PY RU) 

.N'! 

Analysis performed according to ND I Auam1J npooei.eu no HJJ.: Jin-.ffi!(001119)-(Pr-Rm-210623 

.N'! Test I IloKaJaTem, Result/ Pe1yJJbTaTbl Specification / HopMa 

6 Related substances/ IIP11Mec11 
Ketorolac 1-keto analogue/ 0.0209 % Not more than 1.0 % /He 6onee 1,0 % 
1-KeToattanor KeToponaKa 

Ketorolac I-hydroxy analogue / Below LOQ (LOQ = 0.020 %) / H1-1)Ke Not more than 0.5 % / He 6onee 0,5 % 
1-rn,llpOKCl1aHaJIOf KeTOponaKa npe.nena KOJIH'ieCTBeHHoro onpe.neneHHll 

(ITKO = 0,020 %) 

Any single unidentified Not more than 1.0 % / He 6onee 1,0 % 
impurity/ Emrn1111ttm1 Below LOQ (LOQ = 0.025 %) / H1-1)Ke 

tteH,llettTH~HUHpOBattttaH npe.nena KOJIH'ieCTBeHHoro onpe.neneHHll 

rrpHMCCb (ITKO = 0,025 %) 

Total impurities / CYMMa 0.0209 % Not more than 3.0 % / He 6onee 3,0 % 
rrp11Meceif 

7 Microbial limits/ MnKpo6uoJJorntJecKaH 'IHCTOTa 

Total aerobic microbial count I Less than 10 CFU/g I Not more than 102 CFU/g I 
O61Uee 1.JHCJIO a3po6ttblX Mettee 10 KOE/r He 6onee I 02 KOE/r 

M11KpooprattH3MOB 

Total combined yeast and Less than 10 CFU/g / Not more than 101 CFU/g / 

molds count I O61Uee Mettee 10 KOE/r He 6onee 101 KOE/r 

'-11-fCJIO ,llpO)IOKeBblX 1-f 
rrnectteBbIX rp116oa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11111e1Jauue: npo.nyKT coorneTcTByeT Tpe6oaaHWIM H,U 3aKJH01.Jeuue: O.ll.OEPEHO 

Prepared by I ~ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TIOllfOTOBJlCHO: nposepeHO: / Ilpoaepetto (AOK): per on/ O,llo6petto: O6ecrre11eH11e 
Vjshal bam,a Prave h Rana . 

Amit Kum~ -:. 
K<,:;~:rt~~~ HU/JO: oij J 

Date/ 
)],am: 13.06.2026 

Date/ Date I Date/ \ 

)],am: 13.06.2026 J(a-ra: 13.06.2026 p;a-ra: 

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

CIN: L85195AP1984PLC004507 
www drreddys.com 
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•·· Dr. Reddy's "4llti;• 

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 / CTp. 4 HJ 6 

Product/ : Ketorol gel for external use 2 % 
Ilpo.uyirr KeTOpon®, renb )].JUI ttapy)lrnoro npttMettemrn 2 % 
Market/ 

Russia / PoccJU1 
PblHOK 

Batch No/ : V260403 Batch Quantity I : 19820.000 units/ 
CepuH .N'2 Pa1Mep cepuu 19820.000 e,QHHHU 
Analytical Report No/ : 040003426959 Date of Analysis/ : 12.06.2026 
Atta.flHTH'leCKHH OPieT .N'2 ,ll;aTa auaJ1n1a 

Date of Manufacture/ : 05/2026 Date of Expiry/ : 04/2028 
,ll;aTa npoHJBOJJ:CTBa fOJJ:eH JJ:O (BK.fl.) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-N!!(00ll 19)-(Pf-
IlpOHJBOJJ:CTBeHHaH JlHQeHJHH HoMep PY RU) 

.N'!! 
Analysis performed accordin2 to ND/ AuaJIHJ nooBeJJ:eH no H,ll;: JIIl-.N'2(001119)-(Pf-RU)-210623 

.N'!! Test/ Iloica1aTeJ1b Result/ Pe1yJ1bTaTbI 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 lr Should absent in 1 g/ OTCYTCTBtte B lr 

8 Assay/ KoJ11-1lfeCTBeHHOe onpe11,eJieuue: 

Ethanol / 3rntton 100.6 % NLT 85 % and NMT 115 % of the 
labeled amount I 
OT 85 .llO 115 % OT 3 a.irnn e H Ho ro 
KOnl-ll.feCTBa 

Dimethyl sulfoxide / 103.4 % NLT 90 % and NMT 110 % of the 
,A1-1MeT1-1ncynb~OKCH.ll labeled amount / OT 90 .uo 110 % OT 

3aRBneHHoro KOnl-ll.feCTBa 

Sodium methyl parahydroxy- 99.2 % NLT 90 % and NMT 110 % of the 
benzoate I MeTttnrrapa- labeled amount / OT 90 .uo 110 % OT 
rn.upOKCH6eH30aT HaTpHR 3aRBneHHOro KOnw1eCTBa 

Sodium propyl para.hydroxy- 99.9 % NLT 90 % and NMT 110 % of the 
benzoate / ITpon1-1nrrapa- labeled amount / OT 90 ,/lO 110% OT 
n!,llpOKCH6eH30aT HaTpHR 3aRBneHHOro KOllH'--leCTBa 

Ketorolac tromethamine / 100.9 % NLT 90 % and NMT 110 % of the 
KeToponaKa TpOMeTaMHH labeled amount / OT 90 .llO 110 % OT 

3aRBneHHOro Kon1-11--1eCTBa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMel.fauue: Tipo.D.yKT coorneTcTayeT Tpe6oaattttHM H,n 3aKJII01.fettue: O)1:0liPEHO 

Prepared by/ ~ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
rT011roT08J1euo: ITposepetto: i ITposepetto (AOK): person/ O.llo6peuo: O6ecrre'-!ettne 
Vishal Sharma Pravesh Rana _. Amit Kumar 

~;;s\~:en1-1uo/): \jJ t< 'Q-- ,,,,,, . L-, 

Date/ Date/ Date I Date / \ 

'
V/ ') '"' ')f"' 

,AaTa: 13.06.2026 ,narn: 13.06.2026 ,D,arn: 13.06.2026 ,[(ani: \ ·nf> 
~ 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT 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 5 of 6 / CTp. 5 H3 6 

Product/ : Ketorol gel for external use 2 % 
ITpo.uy1rr KeTOpon®, reJih AJij[ Hapy)lrnoro rrpHMeHeHlrn 2 % 

Market/ 
Russia / PocCHj[ 

PblHOK 

Batch No I : V260403 Batch Quantity/ : 19820.000 units I 
CeDHH N! Pa3Mep cepHH 19820.000 e.1urn11u. 

Analytical Report No I : 040003426959 Date of Analysis / : 12.06.2026 

AHaJJHTH'leCKHH OT'leT N! ,/1.aTa auaJJH3a 

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

,/1.aTa npOH3B0,ll.CTBa fo,l).eH ,l).0 (BK.11.) 

Mfg. License No./ : MNB/05/263 MA number/ : JITI-N!(00 1119)-(Pf-

IlpOH3B0,l).CTBeHHaH JJHUCH3HH HoMep PY RU) 

N! 
Analysis performed accordinj? to ND / Ana.11113 npoBe,ll.eH no H,/1.: JIIT-N!(001119)-(Pf-RU)-210623 

N2 Test/ IToKa3aTeJJb Result/ Pe3yJJbTaTbl I Specification / HopMa 

9 Package / OnHcauHe 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 
ynaKOBKH tube together with patient information leaflet in a carton. / Tio 50 r s Ty6y 113 

JiaMHHHpOBaHHOro aJIJOMHHHj[, CHa6)1(eHHYJO MeM6paHOH ,l).Jlj[ KOHTpOJij[ 
rrepsoro BCKphITf:lj[. no 1 Ty6e BMecTe c HHCTPYKU.Hett no Me,l).Hl..(HHCKOMY 
npHMeHeHHIO (m1CTKOM-BKJia,l).blllleM) B rra11Ky KapTOHHYIO, 

API name/ HaHMeuoBaHHe A<l>C: Ketorolac tromethamine I KeTOponaKa TPOMeTaMHH 

INN/ MHH: Ketorolac I KeTOponaK 

API manufacturer batch number / 
ABSH006777 

HoMep cepHH npoH3BO.UHTeJJH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHQHH FETA00145 
OpOH3B0,UHTeJJH f Jl<I>: 

API Manufactured by & country/ 
Dr. Reddy's Laboratories Ltd., India/ ,/1.-p PeM11' c Jia6opaTOp113 Jh.n, 11H,l).Hj[ ITpoH3BO)J.HTeJJb A<l>C, cTpaua: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpHMe'laHHe: Tipo.nyKT cooTBeTCTByeT TPe6osaHf:lj[M H,11. 3aKmoqeuue: O,11.OliPEHO 

1:=:::::::::=======;;::::========:;-;========: 
Prepared by / ~ 
n o.uroTOBJleH.O' 
V i ha! Shann 

D ate/ 
.J:la-ra: 13 .06.2026 

Check ed by / 
npoeepeH0: J 
Pravesh Rana J_ 

Date / 
.J:lara: 13.06.2026 

Checked by (AQA) / 
nposepeuo (AOK): 
Amit Kumar 

Date / 
,D.arn: 13.06.2026 

Approved by: Quality Assurance/ Authorized 
per on/ O.no6peHo: O6ecrre'-!ett11e 

~B:~O~BeTCTBeHJ-10e JIHl.l,O: 

• J~I taM.1vvt 

Date I 
,/1.aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Te l: +9140 4900 2900, Fax: +9140 4900 2999, Em ail: mai l@drreddys.com 

CI N: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

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

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

Page 6 of 6 / CTp. 6 H3 6 

Product/ : Ketorol gel for external use 2 % 
Ilpo.uyirr Kempon®, reJib J])UI ttapy)l{ttoro np1-1MettettID1 2 % 
Market/ 

Russia / Poccm1 
PblHOK 
Batch No/ : V260403 Batch Quantity/ : 19820.000 units I 
CepHH N2 Pa3Mep cepHH 19820.000 e,UHHHU 
Analytical Report No/ : 040003426959 Date of Analysis/ : 12.06.2026 
Atta.llHTH'teCKHH OPteT N! ,ll.aTa atta.llH3a 

Date of Manufacture/ : 05/2026 Date of Expiry/ : 04/2028 
,ll.aTa npOH3B0.UCTBa ro.uett .UO (BK.II.) 

Mfg. License No./ : MNB/05/263 MA number/ : JITI-N2(001 l 19)-(Pf-
IlpOH3B0.UCTBettttaSI .11Hl.leH3HSI HoMep PY RU) 

N2 
Analysis performed according to ND/ Ana.11tt3 npose.uett no H,ll.: JITT-N2(001119)-(Pr-RU)-210623 

Name, address, authorization No for 
FP manufacturing site/ Control site/ 
Release site / 
HattMeHOBatttte, a,11;pec, .IIHl.leH3HSI .U.IIH 
IlpOH3BO,ll;CTBeHH8SI n.11oma,11;Ka / 
n.11oma.uKa K0HTp0.IISI Ka'feCTBa / 
n.11oma.uKa BbIUVCKa 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Khol, 
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
MNB/05/263) I 
A-p PeMH'c Jla6oparnp1-1c JlT.u., 11H.D.IDI, IlpoHJB0.D.CTBeHttoe 
no.upa3.ue11ett1-1e-6, B1-11111. Kxonh, Hanarapx Poy.u, Ea.u.!lH, .ll:HCTPHKT Conatt, 
X.Il., 173205, I1u.nm1 (m1ueHJm1 uoMep 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». 

3aKmoqeuHe O COOTBeTCTBHH: «HacT051~HM 51 0O)].TBep~aIO, qTO np1rne)].eHHa51 Bhlllle HH<pOpMaQI-UI 
51BJrneTC51 )].OCTOBepttoii H TOqHoH. 3Ta cepH51 npO.D.YKQHH npoH3Be,l].eHa (BKJIIOqa51 ynaKOBKY (MapKHpOBKY) H 

KOHTpOJib Kaqecrna) Ha BbIWeyKa3aHHOH npOH3B0)].CTBeHHOH nJIOLl.\a)].Ke (nJIOLl.\a.D.KaX) B nOJIHOM COOTBeTCTBHH 
C Tpe6oBaHH51MH ITpaBHJI Ha)].Jie)Ka~eii npOI-13B0)].CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMHqecKoro COI03a 

H Tpe6oaamrnMH KOHTpOJl51 KaqecTBa JleKapCTBeHHbIX cpe.D.CTB, a TaJOKe B COOTBeTCTBHH co cneu.w<pMKaQH51MH, 

co.uep)Ka~HMHC51 B perwcrpaUHOHHOM )].OCbe CTpatthl-HMnOpTepa. 3anHCH no npOH3BO)].CTBy, ynaKOBKe H 

aHaJ1M3Y npoaepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI tta,l].Jie)Ka~eH npOH3B0)].CTBeHHOH 

npaKTHK EBpa3HHCKOro 3KOHOMiflieCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'fattHe: IlpO.!lYKT coorneTcrnyeT Tpe60BaHID1M HA 3aKJ1t0'fetttte: O)1.OliPEHO 

1:::=::=====::::::;;;;;:::::;;;=.;=========::::;;;::::==::::::::::::==~ 
Prepared by /ti Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
□oJJ.r0T0BJJeH . □poBepeHo : f np0Bepe1m (AOK): person/ O.uo6peuo: O6ecne'-lem,e 
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