Dr.Reddy’s ‘_:..

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIH

3A

Page 1 0of 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyxr: U6ykinn®, TabueTkn, NOKpbITHIe MIeH0YHOH 060104KOi, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust No - V2402664 O6bem cepiin " 800000.0 Tab

Analytical Repovrt No/ . 040002758909 Date of Analysis / . 19.12.2024

AHaguTHYecKHi oTueT Ne JlaTa anaausa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa npoH3BOjCTBA Tonen xo

Mfg. License No. / MA number: /

ITIpousBoacTBeHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

Juuensng Ne

Analysis performed according ND: / Anaju3 nposejen no HJL: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test / Tlokazatesn

Results/ PesyabTaThl

Specification / Hopma

|Appearance /
|Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KalcyJJOBUIHOM (HOPMBI, MOKPHITHIE
neHoYHoH 060J104KOil OpaHKEeBOro
[BETA, C PUCKOHN Ha OJJHO! CTOPOHE;
Ha [IONEPEeYHOM pa3pese — Aapo
6eJioro uBerTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
Cross-
(bopMBI, MOKPBITHIE IEHOUHOH 060J104KOH
OpaHXeBOr0 L{BETA, C PUCKOM Ha ONHON CTOPOHE;
Ha MONMEPEYHOM paspese — sApo Oenoro unu
No4TH 6eJ0ro LBETA.

section. / TabneTky KancylOBUIHON

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoayxr coorsercTBYET Tpebopanmsam HLL

Opinion : APPROVED
Jurinvuenne: OXOBPEIO

Prepared by / Checked by / Approved by: Manager/Executive
IMoaroroeneHo: Shivani Devi Ilpoepeno: Santosh Kumar | /Opo6peno: Mehemwkep /
/5 i Maurya PyKOBozu/ITenL:i" bhishek Chauhan
' = \
Reprint Date: Reprint Date: Reprint Date: 1
Jata: 19.12.2024 Jata: 19.12.2024 Hara; 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
www.direddys.com




Dr.Reddy’s Q,‘:“"

Dr. Reddy's Laboratories |[td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipogyxr: I/I6y1<.lmﬂ®, Ta6/1eTKH, NOKPBIThIE NIEHOYHOIi 060,104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne AMes O0beM cepun " 800000.0 Tabd
Analytical Report No/ - 040002758909 Date of Analysis / - 19.12.2024
AHaJATAYeCKHHA oTyeT Ne JlaTa anannza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
 JlaTa IpoH3BOACTBA T'onen go
Mfg. License No. / MA number: /
IIpon3zBoacTBeHHas! : MNB/05/263 ) : JITI-N2(003654)-(PI"-RU)
Homep PY
nuuensnus Ne __|

Analysis performed according ND

. / Ananns nposesen no HJI: JII-Ne(003654)-(PT-RU)-101123

2 [Identification /
IoaauuHOCTD

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHa ynepKHBaHHS OCHOBHBIX IIMKOB Ha
XpOMATOrPaMMe HCTILITYEMOI0 PaCTBOPA AOJIKHBI
COOTBETCTBOBATh BpeMeHaM yIep>KUBAHUS TTHKOB
Ha XpoMmarorpaMme pacTBOpa CTaHJAPTHBIX
obpasuoB ubynpodeHa u mapaueramona (pasaen
«KonuuecTBeHHOE ONpENENEHUEY)

3 |Average tablets weight / 968.5 mg/ 968.5 mr 940.9 mg to 999.1 mg
Cpeanssi macca Ta6JIeTOK (970.0 mg £+ 3.0 %) /
Or 940,9 MC bi (o) 999,1 MT
(970,0 Mr + 3,0 %)
4 |Disintegration / 06 min 38 sec / 06 mun 38 cex | Not more than 30 min /
Pacnapaemocrts He 6onee 30 Mun
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Tpoaykt coorercTBYeT Tpebosanuam HJL 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroToneHo: Shivani Devi [TpoBepeHo: Santosh Kumar /OnobpeHo: Mt% emxep /
j Maurya @' PykosoauTesn] AbhishekyChauhan
J o
S
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.12.2024 Jarta: 19.12.2024 Hata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCON4ENT

www.drreddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJTH3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoayKr: Hoyiaun”, TabaeTkn, NOKPBITHIC NJEeHOYHOMH 060109K0ii, 400 mr + 325 Mr

Market / PpIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne 3 V2402664 O6beM cepuu " 800000.0 Tab

Analytical Repo:'t No/ - 040002758909 Date of Analysis / . 19.12.2024

ApanuTHdecKuii oTuer No JlaTa anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BOJCTBEA TogeH jio

Mfg. License No. / .

TpoussoacTBenmas - MNB/05/263 Misnumber: / . JITI-Ne(003654)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according ND: / ABa/Iu3 NPOBEACH NO HJL: JII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /
PacTrBOpenne

103 %

100 % to 104 %

after 30 min/
to 105%

30 MHH

after 30 min/

yepes 30 MUH

Remarks : The Product contorms to N/

IIpumeyanne: [TpogyKT COOTBETCTBYET tpebopanusm HJL

Opinion : APPROVED
Jaxmouenue: OJIOBPEHO

Prepared by /
[oarotopaeno: Shivani Devi

A

/

Maurya

Checked by /
IMposepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykosoanTefipb: Abhishek Chauhan

Reprint Date:
Jara: 19.12.2024

Reprint Date:
Jara: 19.12.2024

Reprint Date:
Jlara: 19.12.2024

Registergd Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 2998, Email: meii@drreddys.com

CIN:

L85195AP1984PLCOJ4507
www.drredcdys.com

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
He metee 70 % (Q) Ci3His02 (ubynpoden) uepes
Not less than 70% (Q) of CsHoNO» (paracetamol)

He menee 70 % (Q) CsHoNO» (mapauertamorn)




Dr. Reddy's Laboratories Ltd.

e Formulation Uni

’ ® ormulat nit-6

Dr. Reddy s q .. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUGHUKAT AHAJNH3A

Page 4 of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

MpoayxT: Uoyranu ® rabueTkH, NOKPHITHIE I1eH04HOI 060/104KOi, 400 Mr + 325 mr

Market / PEIHOK :Russia / Poccus

Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2402664 O6beM cepHH " 800000.0 Tab

Analytical Report No/ - 040002758909 Date of Analysis / . 19.12.2024

AHaJHTHYEeCKHH oTyeT Ne JlaTa aHaJaM3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JlaTa npou3BOACTEA lopgen oo

Mfg. License No. / MA number: /

ITpou3BoOACTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

Junensns Ne |

Analysis performed according ND: / Ananu3 1poBe/ieH 1o HJI: JITI-No(003654)-(PT-RU)-101123

6 |Related substances/ 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoxcTBeHHBbIE TPUMECH than 0.005% /

Method 1/ Mertoga 1 4-amunobeHon  (MpUMECH napaieramona) He
gonee 0,005 %

Method 2 / Metoa 2 Any individual impurity (of ibuprofen or

Below BDL / Huke mopora paracetamol) - not more than 0.3% /

perucTpanin Tliobas eauunuHas npumecs (ndynpodena HIA
napaneramosna) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.0002% than 0.7% / Cymma nipumeceii (Metox 1 +Meron
2) ue 6onee 0,7 %
7 |Water / Boga 1.5% Not more than 5.0% /
L He 6oiee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanne: [Ipoaykr cooTBeTCTBYET TpebosaHuaM H/L Jaxmoucune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoaroTtorneno: Shivani Devi I[Iposepeno: Santosh Kumar /On06peHo:'i eHemxep /
_ 37‘ Maurya @/ Pykogojautenp: Ab ishek Chauhan
Reprint Date: Reprint Date: Reprint Date: )
Jlara: 19.12.2024 Jata: 19.12.2024 Jara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 456 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
viv.drreddys.com



Dr.Reddy’s ‘;.‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page 50of 10/ Ctp. 5 u3 10

—

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

IlpoaykT: Uovkann", TabIeTKH, NOKPLIThIE NJIeHOYHO#H oGosoukoii, 400 mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / : Batch Quantity / ~800000.0 tab/

Cepus Ne RCky O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002758909 Date of Analysis / . 19.12.2024

AHaJauTHYecKHH oTdeT Ne JlaTa anaansa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JlaTa npou3sBoAcTBa Iopen 10

Mfg. License No. / .

Tpou3BoacTBeHHast : MNB/05/263 M mumbers . JIII-Ne(003654)-(PI'-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / AHaJjiu3 mpoBeJieH 1o HA: JII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
OnHOPOAHOCTh Acceptance value (AV) should be not more than
JI03UPOBAHMA 2.0 15.0 / ITokazaTens npuemieMoctH (AV) noJxeH
- ibuprofen / ubynpoden 6Tk He Oonee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 2.0 15.0 / IokasaTens npuemiieMocTH (AV) TOJDKEH
napaneramo 65ITh He Oonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr cootsercryer Tpebopanuam HII 3axmouenue: OJJTOBPEHO
Prepared by / Checked by / Approved by:\Manager/Executive
[oarorosneno: Shivani Devi [TpoeepeHo: Santosh Kumar /OnobpeHno:

A 7 Maurya %/ Pykosoputenty Abhishgk Chauhan
Reprint Date: Reprint Date: Reprint Date: "
Hara: 19.12.2024 Hara: 19.12.2024 Jara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +G1 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1964PLCOO4507
v drreddys com



Dr. Reddy's Laboratories [td.
Formulation Unit-6

[
Dl'. Reddy’s ‘;. Viil. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.corn

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

Page 6 of 10 / Cxp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: M6ykann®, Ta6IeTKH, NOKPbIThIE MIJIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Market / PbiHoK :Russia / Poccus
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepusi Ne '_V2402664 Oobem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002758909 Date of Analysis / . 19.12.2024
| AHaauTHYeCKHH oTyeT Ne JiaTra anajamsa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTa npou3BoJcTBa Tonen no
Mfg. License No. / .
TpousBoacTBenHas . MNB/05/263 Sl numbER: | . JIII-Ne(003654)-(PT-RU)
Homep PY
JuneHsus Ne -

Analysis performed according ND: / Ananus nposeaen no HJL: JITI-Ne(003654)-(PI'-RU)-101123

MukpobuoJioruyeckas
qyHcTroTa®

count / O01iee 4ucio

9 |Microbiological purity* /

a) Total aerobic microbial

NA Not more than 1000 CFU/g/
He 6osee 1000 KOE/r

a’pobHBIX
MUKPOOPraHUu3MOB
NA

b) Total combined yeasts Not more than 100 CFU/g/

and mould count / Ob1ee He Gonee 100 KOE/r

YHCTIO IPOMOKEBBIX 1

ILIECHEBBIX IpHOOB NA

¢) E. coli Shall be absent in 1g / OtcyrcrBue B

Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoayxt cootsercTByeT TpebGosanuiM HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved bly: Manager/Executive
[MoaroroeneHo: Shivani Devi [Tpoeepeno: Santosh Kumar /Ono6peno] Menemxep /
” },—- Maurya Pykosoanutens: Abhjshek Chauhan

Reprint Date: Reprint Date: Reprint Date:
Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

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

Tel: +91 40 4900 2500, Fax: +51 49 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507
www,drieddys.com



Dr. Reddy's Laboratories [td,
Formulation Unit-6

Dr Redd ,s q.... Viil. Khol, Nalagarh Road, Baddi
. Y ® :

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNpoaykr: Hoykaun®, TabieTkH, NOKPBIThIE MIEHOYHOI 000a04K0i, 400 mr -+ 325 m1

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne - V24026064 O6bem cepH " 800000.0 Tab

Analytical Rep0ft No/ - 040002758909 Date of Analysis / . 19.12.2024

AHaJuTHYeCKHH oTueT No JlaTa ananu3za

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jata nponsBoacTBa I'onen no

Mfg. License No. / MA number: /

Ilpou3BoaACTBEeHHAA : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

aunen3ns Ne

Analysis performed according ND: / Anajau3 ﬁposeneﬂ no HJI: JIIT-Ne(003654)-(PI'-RU)-101123

360.0 to 440.0 mg of C;3H;s0; (ibuprofen) per

10 |Assay / KosimuecTBeHHOE
ompejesieHne tablet /
405.6 mg / 405.6 mr Or 360,0 mr 10 440,0 mr Ci3H130, (ubynpoden) B
TabneTke
292.5 to 357.5 mg of CsHoNO> (paracetamol) per
tablet /
327.28 mg /327.28 mr OT1292,5 Mr 10 357,5 mr CsHgNO- (mapauetamon)
B TabJeTKe
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and

blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / [To 10 Tabnetok |tabnerok B IIBX/Al 6mucrep. ITo 1, 2 unu 20
B [IBX/Al 6nucrep. Ilo 1 6nucrepy |OaMcTepoB B NaykKy KapTOHHYIO BMECTe ¢
B INa4Ky KAPTOHHYK BMeECTe C |HHCTPYKLHEH MO NPUMEHEHHIO.

MHCTPYKIMEH 10 MPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootsercteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHue [Tpu Temnepatype He Bblle 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOJHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyanue: [Tpoaykr coorBercTByet TpeboBanmsam HJI 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[Toarorosneno: Shivani Devi [Tporepeno: Santosh Kumar /Onobpeno: Meuemiep /

ﬁr Maurya PyKoBOAUTENb! bhjshc?; Chauhan

| =

Reprint Date: Reprint Date: Reprint Date:  ~— 1

Jara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

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

Tel: +91 40 4960 2900, Fax: +51 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCDD4507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page 8 of 10 / Crp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaykt: M6ykaun®, Ta6aeTKH, NOKPBITHIE NIEHOYHOIi 060104K0i, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus
Batch No / , Batch Quantity / ~ 800000.0 tab /
Cepus Ne V2402664 O6bem cepuu " 800000.0 Tab
Analytical Repo:‘t No/ - 040002758909 Date of Analysis / . 19.12.2024
AnanuTuyeckuii oryeT No JlaTa aHanH3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
JlaTa npon3BOACTBA I'onen no
Mfg, License No. /
) MA number: / ) .
IlpousBoaCTBEHHANA : MNB/05/263 Homep PY : JIII-Ne(003654)-(PI'-RU)

Junenzus Ne

Analysis performed according ND: / Anasns npogesen no HJI: JITI-Na(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

I[Ipumeuanue: CCbUIKM B HOPMATUBHO# JOKyMEHTalUuK npuBeneHsl Ha 'O PO XIV.
* TIpOBOIMTCA TIPOM3BOAMTENEM [IPH BBIMyCKe MEPHOAMHYECKH: [l Kaxkiolt 20-0if cepun Ui He MeHee 1 pasa B
roj. [Tokasarenb MOxeT ObITh HE BKIIIOUEH B CepTH(HUKAT aHanu3a GUpMBbI.

API name / HaumenoBanue AD®C: Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / ITapaueramon
API manufacturer batch number / 1201/23/A-0568 APAP/24091293
Homep cepun npousogurensi ADC:
FP Manufacturer API Batch number /
Homep cepun cy0cTaHUHMH NPOU3BOJUTEISA FEQA00082 FERAO00538
rJId:

IOL Chemicals and

API Manufactured by & country /
Ilpoussoautenr ADC, cTpaHa:

Pharmaceuticals Limited, India /
HOJI Kemukainc auj
dapmaceroTukaic Jlumuren,
Nugns

Granules India Limited, India /
['pauynec Munus Jlumuren, Uuaus

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

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IoarorosneHo: Shivani Devi [TpoBepeno: Santosh Kumar /Onobpeno: Meuejuxep /

}T Maurya Pykosoautesnb: Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date: \
Jara: 19.12.2024 Hara: 19.12.2024 Hata: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 29060, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OO4507
wypesdrraddys.com



Dr. Reddy's Laboratories [td.
Formulation Unit-6

? ..
Dr. Reddy s Qe? Vill. Knol, Nalagarh Road, Baddi
* Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wiww.direddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 9 of 10/ CTp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxt: H6ykann®, TabaeTkH, HOKPbITHIE MIEHOYHOI 06010uK0ii, 400 Mr + 325 mr

Market / PuiHok :Russia / Poccusg

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne V2402664 O6mnem cepun " 800000.0 Tab

Analytical Repovrt No/ . 040002758909 Date of Analysis / - 19.12.2024

AnanuTH4yecKHH oTuer Ne JaTta anaan3sa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa npon3BoACTBA T'onen a0 - _
Mfg. License No. / MA number: /

HpousBoacTBenHan : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Howmep PY

JnneH3Hs Ne - ]
Analysis performed according ND: / Anaqn3 nposesgen no HJI: JITI-Ne(003654)-(PT-RU)-101123

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

site / MNB/05/263) /

HauMeHoBaHHe, aapec, JHUCH3HA JJIs I-p Pennu’c Jlabopatopuc JIta., Muaus, [TponssoacTeenHoe

IIpousBoacTBeHHas nmaowagka / Ilmomanka noapasaenenue-6, Buir. Kxons, Hanarapx Poyn, bapau, {uctpukr
Conan, X.I1., 173205, Uuaus (nmuueHsus Homep MNB/05/263)

KOHTPONA KAa4YeCTBA / TL1omaaka BBINIYCKA

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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3akJIl0UeHHe 0 COOTBETCTBHH: «HacTosIuM s MOATBepXKAa0, YTO NPUBEJEHHAs Bbllle HHPOPMALIMA ABJIAETCS
JIOCTOBEPHON M TOYHOM. DTa CepHsi NPOAYKLMM MpousBeleHa (BKNOYas YNaKoBKY (MapkKHMpOBKY) H KOHTPOJb
KauecTBa) Ha BhIIUEYKA3aHHOW MpPOM3BOJCTBEHHON mnomazake (MIOIAAKax) B TIOJHOM COOTBETCTBHU C
Tpe6oBanuamu [lpaBun naisiexarueil nMpousBOACTBEHHON NpakThku EBpasuiickoro sxoHommyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6psa 2022) u Tpeb0BaHUAMH KOHTPOJISA KayeCTBa JIEKAPCTBEHHBIX CPEACTB,
a TakKe B COOTBETCTBUM €O crnielMUKalUsaMH, COAEPKAIUMHUCA B PETMCTPALIMOHHOM JOChe CTPaHbI-UMIIOPTEDPA.

Remarks : 1 he Product conforms to WD/ Oplulou : APPROVED
Hpumeuanue: [TpoaykT cootBercTBYeT TpeGoBaHusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oarorosneHo: Shivani Devi [TpoBepeno: Santosh Kumar /Onobpeno: Meunemxgp /

}7— Maurya %—, PykoBoauTess: Abhi%ﬁ{ C?auhan
Reprint Date: Reprint Date: Reprint Date: =u |
JlaTa: 19.12.2024 Jata: 19.12.2024 Jara: 19.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories itd.
& e Formulation Unit-6
e Vill. Khol, Nalagarh Road, Baddj,
-. Distt. Solan, H.P., 173 205, INDIA
Te!: 491 98166 56001-02

vy drreddys com

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIH3A

Page 10 of 10 / CTp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoayxr: H6yknun®, TabneTky, NOKPLITHIE IIEHOYHOH 000.10uK0ii, 400 Mr + 325 mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne ¢ V2408004 O0bem cepiu " 800000.0 Tab

Analytical RepOj‘t No/ . 040002758909 Date of Analysis / . 1912.2024

AunanuTndeckuii oTuer Ne JlaTa apainza -

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa IpoM3BOACTBA I'onen no

Mfg. License No. / .

HpounzsoacTeenHas : MNB/05/263 b Ly : JITI-Ne(003654)-(PT'-RU)
Homep PY

Jaunen3ust Ne

Analysis performed according ND: / Auanus nposesen no H/L: JIII-Ne(003654)-(PT-RU)-101123

3anucu 1o MMPON3BOACTBY, YIIAKOBKE U aHaNU3y IPOBCPCHBIL, H YCTAHOBJIEHO UX COOTBCTCTBHUC Tpe60BaHI/IﬂM HpaBI/IJ'l
HajJiexKameH HpOHSBOHCTBeHHOﬁ MpaKTHUKH EBpa3HﬁCKOFO OKOHOMHYECKOIO COrO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanue: [Ipoaykt coorsercTByet TpeGoBanusam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarotosieHo: Shivani Devi ITposepeno: Santosh Kumar /Ono6peno: Menejxep /

j n Maurya { g Pykosonutens: Al hishek Chauhan

; N

Reprint Date: Reprint Date: Reprint Date: T
Hata: 19.12.2024 Jlara: 19.12.2024 Jlara: 19.12.2024

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