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

CEPTII <I> IIKAT AHAJIII3A 

Product : Nise Activgel (nimesulide) gel for external use, I %, 50 g 

Dr. RedcJy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. So!an, H.P; l73 :WS, INDIA 

-rel : +91 s s100 50001-02 
,..,,, ,,o, Mr, ,.._..trf~,c r"r..,, 

ITooi.yKT: Hai:\3® AKTHBreJlb (HHMecyn11.u) renb .llJlll Hapy)!(HOro npHMeHeHHll, 1 11/o, 50 r 

Market/ PbtHOK : Russia / Pocc1rn 

Batch No./ 
: V250960 

Batch Quantity/ 24000.0 units / 
Ceousi .N'!! Pa3Mep cep1m 

: 
24000.0 e.UHHMU. 

Analytical Report No./ Date of Analysis/ 
AHaJJHTl-llJeCKHH OTlJeT .N"!! 

: 040003224342 
)laTa aHaJJHJa 

: 17.12.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 
10/2027 

)].aTa UPOH3B0):ICTBa 
: 

foi.eH AO 
: 

Mfg. License No./ 
IT pOH3B0ACTBeH HaH : MNB/05/263 MA number: / HoMep PY : JIIT-N!!(001336)-(Pf-RU) 
JJHLl,eH3HSI .N°!! 

Analvsis performed accordin2 ND/ AHaJJH3 nposei.eH no H)],: JIIT-N2(001336)-(Pf-RU)-090625 

No/ 
.N'!! 

1. 

2. 

Test / II01rnJaTeJ1h 

Description / Onucauue 

Result/ PeJyJihTaT 

Homogeneous, transparent, pale­
yellow gel with characteristic odor 
/ O.D,ttopo.D,HhIH np03paLIHhIH renh 
6ne.D,HO-)l(enToro useTa c 
xapaKTepHbIM 3anaxoM 

Identification / 11.D,eHTHit,HKaQHH 

HPLCIB3JKX The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. I BpeMH y.D,ep)l(HBamrn 
OCHOBHOro 
xpoMaTorpaMMe 

m1Ka Ha 
HCTihITyeMoro 
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Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
O.D,Hopo.D,HhIH np03paLIHhIH reJTh OT 
6ecu,BeTHOro )],O 6ne.D,HO-)l(eJlTOro UBeTa 
c xapaKTepHbIM 3anaxoM 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMH y.[(ep)l(HBaHHH 
OCHOBHOro nHKa Ha xpoMaTorpaMMe 
HCTibITyeMoro paCTBOpa )].Ofl)l(HO 

paCTsopa COOTBeTCTByeT speMeHH COOTBeTCTBOBaTb BpeMeHH 
y.D,ep)l(HBamrn OCHOBHOrO TTHKa Ha 
xpoMaTorpaMMe pacTsopa 
cTatt.D,apTHoro o6pa3u,a 
HHMecyntt.D,a. 

y.D.ep)l(HBaHMH OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacTsopa 
CTaHJJ.apTttoro 06pa3ua HHMecynw.D,a 
(pa3.D,en «Kom,iqecTBeHHoe 
onpe]].enettHe»). 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
fip11Me'1aHue: l1po.n;y1<T COOTBeTCTBYCT i-pe60BaJ:IJ:!JiM H,U 3aKJJIO'leHHe: O,lI,OnPEHO 

Prepared by I 
IT0.nrorns11etto: Pravesh 
Rana 

i 
:.[{am: 17.12.2025 
IDate I 

Checked by / Checked by (AQA) I Appro ed by: Quality Assurance/ Authorized 
llposepe1m: Pardeep TTpOBepetto (AOK): person / O.uo6petto: 06ecnetJeHtte 
Kumar Amit Kumar !<a'leCTBa!OTBeTCTBeHHOe m1uo: 

J-::- t~~ 
J 1/,._'..f \.._ )~ vvl)C)L 

_(_-1 

I Date I I 
Date/ IDate I ) f)rJ L~,i__o l-~ 

: )].am: 17.12.2025 .[{am: 17.12.2025 :,[{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 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJilI3A 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

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 
ww, , rlr•orlrh,c rnm 

flpoJlyKl": Haib® AKnrnreJJb (HHMecvmrn) reJJh 11:irn: 11apy)!iHoro flPHMeHe~11rn . I %, 50 r 

Market / PLIHOK : Russia / PoccID! 

Batch No./ 
: V250960 

Batch Quantity/ 24000.0 units/ 
CepnH .N"!! Pa3Mep cepnu : 24000.0 e,UJiHMU 
Analytical Report No./ 

: 040003224342 
Date of Analysis / 

: 17.12.2025 
AHaJlUTl-flleCKHH OT'leT .N'!! ,l(aTa 3H3JlH33 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 10/2027 

llaTa npOH3BO.U.CTBa fo,1J.eH ,u.o : 

Mfg. License No./ 
IlpOH3BOJlCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-N!!(001336)-(Pf-RU) 
JlUUeH3USI.N'!! 
Analysis performed according ND/ AnaJJH3 npose,1J.eu no H,l(: JIIl-.N'!!(001336}-(Pr-RU)-090625 
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UV spectrophotometry I lN absorption spectrum of the test lN absorption spectrum of the test 
Y (/)-cneKmpo¢omoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y<l>-crreKTp maximum at 397±5 nm. I Y<I>-crreK-rp 
rrornorn:eHml ucrrLrryeMoro rrornorn:eHmI HCilbITyeMoro pacTBopa 
pacrnopa HMeeT MaKCHMYM )],0mKeH UMeTb MaKCHMYM rrornow:eHU.11 
rrornorn:eHu.11 rrpu 397±5 HM. rrpu 397±5 HM. 

3. Weight of package 51 g/51 r According to Rus. Ph./ B cooTseTcrnuu 
contents / Macca c Tpe6osaHH.IIMH r<I> P<l> 
CO)].ep,rcnMoro ynaKOBKH 

4. pH 3.49 2.5 to 4.5 I Or 2,5 )],o 4,5 

5. Viscosity / BBlKOCTh 984.3 centipoise / 400 to 1,200 centipoise / 
984.3 caHTHrIYa.3 OT 400 )].O 1200 cattTurrya.3 

6. Impurities / IIpnMecu 

1. Impurity C / Not detected/ He o6ttap)')KeHa Not more than 0.50 % / 
IlpuMecL C He 6onee 0,50 % 

ll. ImpurityD / Below LOD (LOD = 0.02 %) / Not more than 0.50 % / 
TTpnMecr, D Hl•rnce npe)].eJia o6Hap)')KeHIUI (ITO He 6onee 0,50 % 

= 0.02 %) 

Any other impurity/ 0.09% Not more than 0.50 % / 
iii. JII06a.11 )].pyra.11 rrpHMecb He 6onee 0,50 % 

Remarks: The Product confirms to ND/ 

I Conclusion : APPROVED I 
IIpnMecrauuc: npo,nyKT cooTBe-rcTByeT TJ)e60BaH11J1M HA 3aKmo-'lenue: O,l(OliPEHO 

Prepared by / 
I10,1J.roTOBJie110: Pravesh 
Rana 

1 
Date / 
Aa-ra: 17.12 .202s 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ripoBepeHo: Pardeep TipoBepetto (AOK): person/ O,no6petto: O6ecne'leHMe 
Kumar Amit Kumar KaqecTBa!OTBeTCTBeHHOe .rrnuo: 

~ ~~ 
&Ut-JIL K\Jr-J\ ~n..__ 

.-<'~ 

'

'Date I I Dale / IDate I I ')r-1 t.~.i..OJ.. r 
:~ai-a: 17. 12.20_5 : )];am: 17.12.2025 )];am: 

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: L8519SAP1984PLC004S07 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Redcly's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

,,,Jl'-fU/ ,1,-, ,..,rl,t, Jt.:. ,..,...,... 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Ilpo)lyta: Hath® AKrnsreJJh {tt1-1Mecym1.n) renh .nn,i Hapy,1rnoro np1wettettw1, 1 %, 50 r 

Market/ PbtHOK : Russia / Poccm1 

Batch No./ 
V250960 

Batch Quantity / 24000.0 units / 
Cepust .N"! 

: 
PaJMep cep,111 

: 
24000.0 e,D.HHHU 

Analytical Report No./ 
: 040003224342 

Date of Analysis/ 
: 17.12.2025 

AHaJJHTWleCKHH OT'ICT .N"! JI.aTa aHaJiuJa 

Date of Manufacture / 
11/2025 

Date of Expiry/ 
10/2027 

,llaTa npOHJBO.llCTBa 
: fo)leH )lO 

: 

Mfg. License No./ 
Il pOH3BO.llCTBeH Hast : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-{Pf-RU) 
JIHUeHJHSI .N°! 
Analysis performed according ND/ AHamn npoBe.neH no HJI.: JITT-.N"!(001336)-(Pf-RU)-090625 
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lV. Total impurities/ 0.2% Not more than 1.50 % / 
CyMMa npHMecei1 He 6011ee 1,50 % 

7. Microbial purity* / MnKpo6noJioruqecKaH qucToTa* 

i. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count I O6iuee 9HCJ1o He 6onee 102 KOE/r 
a3p06HbIX MHKpo-
opraHH3MOB 

ii. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6iuee 9HCJ10 He 6onee 101 KOE/r 
.APO)l()KeBblX H n11ectteBblX 
rpH60B 

111. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTC)ITCTBHe B 1 r 

lV. Staphylococcus aureus NA Should absent in 1 g / 
OTC)ITCTBHe s 1 r 

8. Assay/ Kom1qecTBeuuoe onpeAeJieu11e 

Remarks : The Product confirms to ND/ Con lu ion: APPROVED / 
Ilp111\fC'l8HHe: JJpOJIYKT C00TBeTcTByeT i-pe60B311Jd}l:M H,L( 3ai-.:n10<1e1me: OJI.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no.n.roTOBJJeHo: Pravesh rlposepetto: Pardeep rlposepetto (AOK): person / O.uo6petto: O6ecne'lett11e 
Rana 

1 
Kumar Amit Kumar l(a<1ecrna/OTBeTCTBeHttoe mmo: 

4--::- ~_,~ 
~UrllL l(.VMAQ___ 

_J(~ 
I Date / I Date/ Date / IDate / 1'7,....IL--J...,OL--~ 
:)];aTit: 17.12.2025 : .L(arn: 17.12.2025 )];a-ra: 17.12.2025 J],aTa: 

Registered Office: 8-2-337, Road No. 3, Banja ra 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 ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l»lIKAT AHAJIB3A 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

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

T2i : +Si S3i56 56001-02 
HI\J\lll ,1,..,_.J...I'\/" ,.,..,, ,.YI 

Iloo)lyirr: Haib® AKrnsren& (H11Mecym1)l) ren& )ln» uapy;1rnoro np11MeF1ett1111, 1 %, 50 r 

Market I P1,rnoK : Russia / Pocc1rn 

Batch No./ 
: V250960 

Batch Quantity/ 24000.0 units / 
Cepm1 J(g PaJMep cep,111 : 24000.0 e)lMHMU 

Analytical Report No./ Date of Analysis/ 
Ana.11nTw1ecKuii or<,eT JC! 

: 040003224342 llaTa aHa.11u1a 
: 17.12.2025 

Date of Manufacture / 
11/2025 

Date of Expiry/ 
10/2027 

)J,aTa npOH3B0)lCTBa 
: ro)leH )lO : 

Mfg. License No. / 
Ilpo11JBO)lCTBeHnasi : MNB/05/263 MA number: / HoMep PY : JU1-N!!(001336)-(Pf-RU) 
.11HUeH3UH ,N'g 

Analysis performed according ND/ Anamn npoBe)leH no H)J,: JIIl-.N'!(001336)-(Pr-RU)-090625 

Nimesulide / 
HHMecy1rn,ll 

10.03 mg I 10.03 Mr 
(100 .3%) 
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9.0 mg to 11.0 mg of C13H12N20sS 
(nimesulide) (90.0% to 110.0% oflabel 
claim) in 1 g of gel / 

OT 9,0 Mr AO 11,0 Mr C13H12N2OsS 
(HHMecyJIH,!J,) (OT 90,0 % )],O 110,0 % OT 
HOMHHaJibH0ro CO,!],ep)Kamui) s 1 r reJIH 

9. Dimethyl sulfoxide / 
,ll;nMeTu.11cy.11b~OKCH)], 

100.5 % 90% to 110% of C 2H6OS ( dimethyl 
sulfoxide) oflabel claim / 

OT 90 % )],0 110 % C2H6OS 
(AHMenrncynMpOKCH,!J,) OT 
H0MHHaJlbH0ro CO,!],ep)KaHHH 

10. Package/ YnaKOBKa 50 gin a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / no 
50 r B Ty6y H3 JlaMHHHpOBaHHOro 
aJII-OMHHHR, CHa6)KeHHyJ-O 
MeM6paHOH ,!J,JlR KOHTp0JIR nepBoro 
BCKpblTHR. Ka)K)],yJ-O Ty6y BMeCTe c 
HHCTPYKQHett no Me,!J,»QHHCK0MY 
rrpHMeHeHHIO II0Mell(al-OT B rraqKy 
KapT0HHyJ-0. 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. / 
no 20 r, 50 r HJIH 100 r s Ty6y H3 
JlaMHHHp0BaHHOro aJll-OMHHHR, 
cttafo1<eHHyJ-O MeM6pattoi1 ,!J,JlR KOHTponR 
rrepsoro BCKpblTHR. Ka)K)],YJ-O Ty6y 

Remarks : The Product confirms to ND/ 
ITp111\te'-!aHne: CTpoeyr<T cooTBCTcrnyeT -rpe6oBalm.!IM H.D: 

Prepared by/ 
no.uroTOBJTCHO: Pravesh 
Rana 

1 
Date / 
,1],aTa: 17.12.2025 

Checked by I 
npoaepeHo: Pardeep 
Kumar 

Date/ 
)].aTa: I 7. l 2.2025 

Checked by (AQA) I 
n poBepeHO AOK): 
Amit Kumar 

---
Date I 
.[(aTa; 17.12.2025 

BMecTe c HHCTPYKQHett no 
Me,!J,HQHHCKOMY rrpHMeHeHHl-0 
IIOMell(al-OT B naqKy KapT0HHYJ-0. 

Conclusion : APPROVED/ 
3aK.1110•1eHue: 0)),0.liPEHO 

Ap_proved by: Quality A urance/Authorized 
person / Ono6pe1--m: 06ecnetJeH11.e 
1mYecraa/OroeTcTaeH1-10e m,ruo: 

'Date I 
)];a-ra: 

Ut-llL kVVV, P~ 

__Lv~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>IIKAT AHAJIH3A 

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

Tel : +9198166 56001-02 
~,,,Al,., rtr ·orlrlv,; .com 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
Iloo.llyKT: Haib® AKnrnreJih (ttHMecym-1.ll) renh .llJlH Hapy,1moro npHMetteHHH, 1 %, 50 r 

Market/ PblHOK : Russia I PoccIDI 

Batch No./ 
: V250960 

Batch Quantity/ 24000.0 units / 
CepuH .N'!! Pa3Mep cepuu : 24000.0 e.D,HHHU 

Analytical Report No./ 
: 040003224342 

Date of Analysis/ 
; 17.12.2025 

AuaJIHTlf'leCKHH OT'leT .N!! )],aTa anaJIH3a 
Date of Manufacture/ 

11/2025 
Date of Expiry/ 

10/2027 
)].aTa npOH3B0.llCTBa 

: 
ro)leH .llO 

: 

Mfg. License No. / 
IlpOH3B0.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N2(001336)-(Pf-RU) 
mmeH3HSI N!! 
Analysis performed according ND/ AnaJIH3 npose.D,eH no H)].: JIIl-N!!(001336)-(Pr-RU)-090625 
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJib MO~eT OTCYTCTBOBaTb B cepTHci>HKaTe auaJIH3a npOH3BO)lHTeJIH. IlpOH3BO)lHTeJib 
rapaHTHpyeT Ka'leCTBO npenapaTa no JTHM UOKaJaTeJIHM. 

API name (INN) / HanMeHoBauue A <l>C 
Nimesulide / HuMecym-1.n: 

(MHH): 
API manufacturer batch number/ 

NMS/125050524 
HoMep cepuu nponJBO.llHTeJJH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaH~HH npOH3B0./lHTCJUI FESA00374 
r JI<I>: 
API Manufactured by & country/ Aarti Drugs Ltd., India / 
IlpoHJBOJlHTeJIL A<l>C, cTpaua: AapTH ,[(pare nT}],., HH,IJ,H.s! 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Khol, 

manufacturing site / Control site / Release site 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

I MNB/05/263) I 

HnnMNIOR:Hlllf\ :t/Wflr, .TTHI~~H·um ,ri;,TTn 
,[(-p Pe,IJ,,l],H'c na6opaTOpuc nT,n:., HH,IJ,H.s!, I1pOH3B0,l],CTBeHHOe 

no,n:pa3,1J,e11eHue-6, Bu1111. Kx.OJih, Hanarapx Poy.n., .oa,11.11:i-1, ,Ll,HcTpHKT 
IlpOH3BO)lCTBeuuaH UJIOIQa)lKa / 

Conan, x.rr .. 173205, HH.D.H.s! (nuQeH3H.s! N!! 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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
□ p11Mc'!a1rne: ITpoeyKT cooTBeTcrnyeT TPe6oaaHIDIM H.D: 3aKJIIO'lenue: 0)1,0liPEHO 

Prepared by I !Checked by I Checked by (AQA) I Appro ed by: Quality Assurance/ Authorized 
no.uroTosnerro: Pravesh TTpoaepetto: Pardeep ITpoaepeHO (AOK): per on / O.D.o6petto: O6ecneqeHHe 
Rana 

i 
Kumar Amil Kumar KaYecrna/OTBeTCTBeHHOe mmo: 

~ -- (f U ,-.i l L \C_ \) ,-.,n:.\ -n._ 
--<:""'1 

:Aara: 17.12.2025 
'Date / 

: ,rJ;arn: 17.12.2025 
I Date/ I 

Date / 
)J.aTa: 17.12.2025 

IDate / 
,rJ;arn: 

11--IL---.ZO.lr 

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: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <l>l[l{AT AHAJI1I3A 

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

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

T:::i: +91 SE166 56001-02 
\All , I ,1 rt ,. ·rn..1,1,,, r-nm 

Ilpo.uvia: Haih® AKnrnrem, (tt11Mecyn11.u) reJJh .um, ttapy)l(ttoro rrp11Mettettm1, 1 %, 50 r 

Market I P1>1HOK : Russia / Poccm, 

Batch No./ 
: V250960 

Batch Quantity/ 24000.0 units / 
Cepusi .N"2 Pa1Mep cepuu 

: 24000.0 e,!ll1H11U 

Analytical Report No./ 
: 040003224342 

Date of Analysis/ 
: 17.12.2025 

AuaJ1un1t:iecKuii oTt:ieT N2 ,llaTa auaJ1u1a 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2027 
,l(aTa rrpOH3B0,[J,CTBa 

: 
ro.ueu .no 

: 

Mfg. License No./ 
IlpOH3B0.!lCTBeuuasi : MNB/05/263 MA number: I HoMep PY : JU1-N2(001336)-(Pf-RU) 

m1ueu111si N2 
Analvsis performed accordin2: ND/ AuanuJ rrpose.ueu no H,ll: JIIl-N2(001336)-(Pr-RU)-090625 

Page 6 of 6 / CTp. 6 u1 6 

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». 

3aKJUO~euue O COOTBCTCTBHH: «HacTOHllJ,HM H IIO.D:TBep)l{,n:aJo, qTO rrpHBe,neHHaH Bbillle HHq>OpMau;m1 HBJrneTCH 

,nOCTOBepHOH H TQqHOH. 3m cepHH rrpo,nyI<I.J;HH rrpOH3Be,neHa (BKmoqaH yrraKOBKY (MapKHpOBKY) H KOHTpOJib 
Kaqecrna) Ha BbillleyKa3aHHOH rrpOH3B0.D;CTBeHHOH IIJIOllJ,a,n:Ke (IIJIOllJ,a,nKax) B IIOJIHOM COOTBeTCTBHH C 
Tpe6oBaHHHMH IlpaBHJI Ha,n:Jie)KallJ,eH rrpOH3BO,nCTBeHHOH rrpaKTHKH EBpa3HHCKOfO 3KOHOMHqecKoro COI03a H 

Tpe6oBaHHHMH KOHTpom KaqecTBa JieKapCTBeHHbIX cpe,nCTB, a TaK)l{e B COOTBeTCTBHH co crreu;Hq>HKaI.J;HHMH, 

co.n:ep)l{allJ,HMHCH B perHCTpau;HOHHOM .[(OCbe CTpaHbl-HMIIOpTepa. 3arrHCH ITO rrpOH3B0.[(CTBY, yrraKOBKe H amUIH3Y 
rrpoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM IlpaBHJI Ha.[(Jie)KallJ,eH rrpOH3BO,n:CTBeHHOH rrpaKTHKH 
EBpa3HHCKoro 3KOHOMnqecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: ITpo.uyKT coorneTcrnyeT rpe6oaau11.S1M H,L{ 3aKJIIO'leuue: O,l(OliPEHO 
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